From: Morrison, Heather (HC/SC) 


To: Scullion, Kelsey (HC/SC); Lavallee, Marielle (HC/SC); Seguin, Michelle (HC/SC) 
Subject: RE: COVID-19 vaccine consumer reporting concerns - Website update 

Date: 2021-04-27 11:07:00 PM 

Attachments: RE Heads-up COVID-19 vaccine page.msq 


RE HPSEB - Vaccine Reporting Webpage - FW 20-113181 - 818 for pour As RequestedTel que demandé.msq 


This is actually undoing something that had been done in the late fall. We had been asked by the 
provinces to modify the same page to redirect consumers to report via their health care 
professionals as they wanted the AR reports to go to the provinces instead of Health Canada. This is 
basically returning the wording to have consumers report to Health Canada. | had indicated that it 
was extremely confusing for people to report via HCPs and took multiple “clicks” versus being one 
click away from reporting to Health Canada. | think this is why HPSEB has received so many phone 
calls as people would like to report directly to HC vs have to go via their HCP. 


I’ve attached 2 email trails. Probably best to look at the one entitled: HPSEB-Vaccine Reporting 
Webpage 20-113181-818 as it gives the history and a Memo to the ADM regarding the changes. 


Heather 


From: Scullion, Kelsey (HC/SC) <kelsey.scullion@canada.ca> 

Sent: 2021-04-27 3:24 PM 

To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Lavallee, Marielle (HC/SC) 
<marielle.lavallee@canada.ca>; Seguin, Michelle (HC/SC) <michelle.seguin@canada.ca> 
Subject: FW: COVID-19 vaccine consumer reporting concerns - Website update 


Hi all, 


In an effort to have the right technical staff attend and/or those with the background on this, can 
you pls advise who should attend this meeting with me next Tuesday? 


Thanks, 
Kelsey 


From: Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca> 

Sent: 2021-04-27 11:59 AM 

To: Scullion, Kelsey (HC/SC) <kelsey.scullion@canada.ca> 

Subject: RE: COVID-19 vaccine consumer reporting concerns - Website update 


Hi, Heather might recall the process we went through last spring to update vaccine portal wording. 
Hoping we can confirm approach and message to use in a rough draft (e.g. MicroSoft Word) form to 
share with CPAB. 


Feel free to invite Heather, Marielle or Michelle etc as you wish! 
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From: Litowitz, Paul (HC/SC) 

Sent: 2021-04-27 11:57 AM 

To: Litowitz, Paul (HC/SC); Berg, Jason (HC/SC); Scullion, Kelsey (HC/SC); Dusko, Natasza (HC/SC); 
Rose, Jhona (HC/SC) 

Subject: COVID-19 vaccine consumer reporting concerns - Website update 

When: 2021-05-04 11:00 AM-12:00 PM (UTC-05:00) Eastern Time (US & Canada). 

Where: teams but icon to schedule has disappeared... tbc! 


To discuss preferred approach (see highlight below) and develop update message for CPAB to use in 
vaccine reporting portal 


httos://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect- 
canada/adverse-reaction-reporting/vaccine/consumer. html 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2021-04-27 10:40 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: RE: Potential HPSEB-PROS agenda items for DO-DGO bilat - includes COVID-19 vaccine 
consumer reporting concerns 


Hi Paul, 


Kelly is in agreement with working towards the changes for AEFI reporting that you suggested below. 
She is going to indicate to the PHAC-SAC that we are looking at making this change. 


Please begin work on this (with CPAB | assume?). Once mock-ups/drafts are ready, Kelly would like 
to see them. 


Thanks, 
Craig 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2021-04-26 9:37 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 

Subject: Potential HPSEB-PROS agenda items for DO-DGO bilat - includes COVID-19 vaccine 
consumer reporting concerns 


Hi Craig, 
As mentioned, | hope you might be open to consider the issues below with Kelly (i.e. vaccine AEFI 
reporting via website and response to radiopharmaceutical e-reporting). 
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One other note, if MHPD-DMC would like an update on the HPFB regulatory decision guide training, 
as one of the Branch facilitator/instructors, I’d be happy to offer a short presentation to update and 
review content and materials. 


For consideration, thanks, 
Paul 


1. COVID-19 vaccine consumer reporting concerns 


Recently, a number of Canada Vigilance COVID-19 vaccine corresponders have shared their 
frustration in reporting adverse events following immunization (AEFI) to Health Canada. On our 
website, we acknowledge, “Anyone can report a side effect to a health product”. In practice, we 
welcome all voluntary adverse reaction reports to marketed health products. 


Unfortunately, the “Report a side effect to a vaccine: consumers” section of our website, is 
inconsistent with this reporting approach. Specifically, we do not enable reporters to take action 
directly with Health Canada. The website redirects potential AEFI reporters to “ask your health care 
provider” instead of allowing reporting through available CVP mechanisms (e.g. phone, fax, online, 
etc.). For a variety of reasons, this approach may be discouraging reporting. 


Would DGO be open to modifying the webpage to streamline and weome beporting AEF | prepares 
eHROuEN Atel Canada (rather than re- airecHing reporters). 


If there is openness to 


sieider | would like to sexolore with BBRS, OPRAA ena potentially PHAC). 


Is MHPD DGO supportive of HPSEB exploring options in pursuit of revised messaging enabling 
reports through the CVP portal of our website? 


Report acide effect 
e 
bed ae 


Gacy ye weL, Ta_pitter Mey tee € ary: Bae 
Chie a praduct 


va 
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From: Morrison, Heather (HC/SC) 


To: HC.F MHPD HPSEB Assistants F.SC 

Cec: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires coordinateurs F.SC; HC.F MHPD Action 
Requests F.SC 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel que demandé 

Date: 2020-09-22 9:18:00 AM 

Attachments: imageQ02.png 


20-113181-818 Memo to ADM Vaccine Reporting Webpage 2020-09-18 kr HM.docx 
Hi, 
Sorry- sending to all as | don’t now who is responding to this request. 


‘ve reviewed the document and noticed that there isn’t any reference to ARs to vaccines used for 
diagnosis and treatment which are to be reported to Health Canada and always have been even prior 
to vaccines from MAHs being reported to CVP in 2011. 


have made changes to the document to reflect the vaccines used for diagnosis and treatment. Feel 
free to modify, as needed. 


do think it is important to differentiate between the types of vaccines as this document just 
generalizes for all vaccines when in fact they are not treated the same way in terms of AR/AEFI 
reporting. 

Heather 


From: Pinard, Mike (HC/SC) <mike.pinard@canada.ca> 

Sent: 2020-09-22 8:30 AM 

To: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 

Ce: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires coordinateurs F.SC 
<hc.mhpdhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca>; HC.F 
MHPD Action Requests F.SC <MHPD_Action_Requests@canada.ca> 

Subject: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel que 
demandé 


Hi HPSEB, 


Back to you to accept DGO pages and load a new clean version into MECS as noted by Craig below. 
Audit to follow. 


Thanks 


Mike 


From: Simon, Craig (HC/SC) 

Sent: 2020-09-22 8:25 AM 

To: Robinson2, Kelly (HC/SC) 

Cec: HC.F MHPD Action Requests F.SC 
Subject: RE: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 
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Thanks Kelly, 


@Mike —| have added Kelly’s change in the attached in track changes. Once the program area accepts 
and makes a clean version, this can be considered DG approved. 


Thanks, 
Craig 


From: Robinson2, Kelly (HC/SC) <kelly.robinson2 @canada.ca> 

Sent: 2020-09-21 6:46 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Ce: HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca> 

Subject: RE: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi Craig, | think the document reads well and | agree with your changes. | would suggest one addition, 
the concept of facilitating the process for all vaccines including COVID vaccines is introduced in the 
recommendation (highlighted text). | would include this earlier as well. 


RECOMMENDATIONS: 

The updated vaccine reporting instructions clarify established procedures and facilitate 
the adverse reaction reporting process for vaccines, including adverse events 
associated with COVID-related vaccines once marketed. Further, updating vaccine 
adverse reaction information on the Health Canada web site demonstrates the 
Department’s openness to collaborate and address stakeholder concerns. The 
proposed revisions do not affect COVID-related initiatives. 


For example: 

The proposed revisions do not impact COVID-related initiatives, nor interfere with 
current established procedures. Rather, the revisions to Health Canada’s web site 
content align reporting mechanisms with PHAC’s P/T AEFI reporting process, and aim 
to increase clarity, in order to facilitate the adverse reaction reporting process for all 
vaccines including COVID-related vaccines. 


Let me know if you would like to discuss or have any concerns. If you are in agreement, this can be 
considered approved with these additional changes. 


Thanks, Kelly 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-09-21 6:18 PM 

To: Robinson2, Kelly (HC/SC) <kelly.robinson2 @canada.ca> 

Cc: HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca> 

Subject: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi Kelly, 


Please find attached for your approval (or comment) a memo to the ADM regarding some needed 
changes to the vaccine reporting webpage. | had previously provided comments. Comments/responses 
are in the track changes version. The approval slip and attachments to the memo (clean and track 
changes test of the various web pages) are also attached to this email. 


Thanks, 
Craig 


From: Thin, Sophea (HC/SC) <sophea.thin@canada.ca> 

Sent: 2020-09-18 4:04 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Ce: HC.F MHPD Action Requests F.SC <MHPD_ Action _Requests@canada.ca> 

Subject: Craig for your review - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


From: Sandra Pasquier <sandra.pasquier@hc-sc.gc.ca> 

Sent: 2020-09-18 3:32 PM 

To: Pinard, Mike (HC/SC) <mike.pinard@canada.ca>; Thin, Sophea (HC/SC) <sophea.thi ca>; 
Simon, Craig (HC/SC) <craig.simon nada.ca> 

Subject: 20-113181 - 818 for / pour: As Requested/Tel que demandé 


ka | Canada Ennada 


Audit Trail / Suivi de vérification 
Branch Correspondence / Correspondance des directions générales 


Subject / Sujet: 20-113181 - 818 for / pour: As Requested/Tel que demandé 


20-113181 - 818 


HPFB-MHPD-MHPSEIB Organization/Organism 
HPFB-MHPD-DGO ~ 
Sandra Pasquier/HC-SC/GC/CA Person/Personne 
Mike Pinard/HC-S\ 


eee 


[Document Status / Statut du dossier: Open/Ouvert 
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Action / Intervention: As Requested/Tel que demandé 


Comment / Commentaires: 
Hi DGO, HPSEB revised comments attached. Thx, Sandra 


Here is the link to document / Voici le lien au document: a 


The documents provided to you may contain personal information. 
If you have received these documents in error, notify the MECS-USER-SUPPORT group immediately. 


Les documents qui vous sont fournis peuvent contenir des renseignements personnels. 
Si vous avez regu ces documents par erreur, avisez immédiatement le groupe courriel des MECS-USER-SUPPORT. 


Created By / Créé par: Sandra Pasquier 
pate Riesed ee 
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ATIA - 23 Health Products 


and Food Branch 


Santé 
Canada 


Direction générale des produits 
de santé et des aliments 


FOR CONCURRENCE 


20-113181-818 


MEMORANDUM TO THE ASSISTANT DEPUTY MINISTER 


AND THE ASSOCIATE ASSISTANT DEPUTY MINISTER 


Update to Health Canada’s vaccine reporting web site instructions 


e The 


instructions on Health Canada's web site (hyperlinked), which guide 

vaccine adverse event reporters to report to the Department rather than to 

the Provincial/Territorial Adverse Event Following Immunization 

Surveillance System (P/T AEFISS) which is managed by the Public 

Health Agency of Canada (PHAC). 

e In order to clarify these instructions, we are seeking Health Products and 
Food Branch (HPFB) Assistant Deputy Minister (ADM) approval for the 
following: 

- Update Health Canada’s web page to instruct federally regulated (i.e., 
hospitals) and non-regulated reporters to go through the PHAC’s P/T 
AEFI reporting process for vaccines other than those used for 
diagnosis or treatment; 

- Clarify reporting requirements for hospitals and remove ambiguous 
terms to make it clear that adverse reactions for vaccines, other than 
those used for diagnosis or treatment, should be submitted through 
only one reporting mechanism (i.e., the P/T AEFISS regulatory 
reporting framework). 

e These revisions will ensure accurate information appears online, improve 
clarity of vaccine reporting instructions and facilitate adverse reaction 
reporting. 


HPFB ADM concurrence is requested by October 2, 2020, as the flu 
season is emerging and we want to ensure stakeholders are well 
informed of their regulatory requirements for reporting of vaccine adverse 
events. 


SUMMARY 
British Columbia Centre for Disease Control raised concerns about 


BACKGROUND: 
Health Canada's web site (hyperlinked) was updated in December 2019, as a result of 


new regulations being implemented for mandatory medical device incident and serious 


Gen 


Canada 


adverse drug reaction reporting by hospitals. 
Lou 


At the same time a broader clean up and optimization project was conducted. The main 
objectives were to allow for a more user-friendly experience, diminish the number of 
clicks to obtain desired information, and update content to align with new regulations. 


The updates allowed reporters to choose the health product they wish to report on, 
prompting them to select the reporter type they represented, and then presenting them 
with the instructions on how to report. 


This broader clean up initiative triggered feedback from the British Columbia Centre for 
Disease Control. They submitted comments advising us that there were partially 
incorrect instructions regarding the vaccine adverse event reporting process. 


The collection of vaccine adverse event reports is managed by PHAC through P/T 
regulations, and by Health Canada via federal regulations for manufacturers and 
hospitals. PHAC and Health Canada share the monitoring of vaccines in Canada and 
the two regulatory reporting frameworks overlap. So if hospital stakeholders report 
adverse events via the P/T regulations, then they are exempted from meeting the 
federal requirement. This is to avoid any duplication of reports. The same logic also 
applies to parties not regulated under federal requirements. 


The proposed revisions will direct hospital reporters to go through PHAC’s P/T AEFI 
reporting process, as opposed to Health Canada’s reporting mechanism. This will align 
with the current process for other stakeholders, such as health care providers. 
Consumers will be encouraged to share their vaccine adverse event with a health 
professional, who can report via PHAC’s P/T AEFI mechanism on their behalf. It will 
also be reinforced that health professionals (working in a non-hospital setting) are 
required to report to their local health units (hyperlinked), as per usual established 
process. 


Additionally, to remove any ambiguity in the reporting requirements for hospitals, the 
statement “Hospitals are not required to report an adverse reaction to a vaccine that is 
part of a routine provincial or territorial immunization program.” will be replaced with 
“However, hospitals do not have to report for vaccines (unless used as for diagnosis or 
treatment) if they have submitted an Adverse Events Following Immunization (AEFI) 
report to their local public health unit.”. This will to clarify that vaccine reports only need 
to be submitted to a local public health unit and will help avoid duplication of reports. 


An internal review was conducted and agreement was obtained on the proposed 
changes. The goal is to incorporate the corrections before the flu season to make sure 
parties are correctly informed of their obligations before administration of the flu vaccine 
commences. 


ATIA- 23 
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CONSIDERATIONS: 
The current online content for Health Canada’s web site (hyperlinked) was published in 
December 2019. 


Concurrence on the new proposed changes was obtained as the result of focused 
collaborative discussions amongst the HPFB’s Marketed Health Products Directorate 
(MHPD) policy, surveillance, outreach and clinical vaccine review groups. PHAC’s 
Vaccine Vigilance Working Group and the British Columbia Centre for Disease Control 
were consulted and are satisfied with the proposed changes. 


The proposed revisions do not impact COVID-related initiatives, nor interfere with 
current established procedures. Rather, the revisions to Health Canada’s web site 
content align reporting mechanisms with PHAC’s P/T AEFI reporting process, and aim 
to increase clarity, in order to facilitate the adverse reaction reporting process for all 
vaccines, including COVID-related vaccines. 


Once the current content on Health Canada’s web site is updated, cross-links will be 
added to “What's new: Biologics, radiopharmaceuticals and genetic therapies”, “What's 
new: Drug products”, and “Drug product announcements” web pages. Additionally, a 
Really Simple Syndication (RSS) feed update notice will be sent, and social media 
Tweet and Linked-in posts will be added to inform stakeholders about the updates. The 
British Columbia Centre for Disease Control will also be informed via email. 


PORTFOLIO CONSIDERATIONS: 

Communication and Public Affairs Branch (CPAB) made additional plain language 
updates to the revised content. No CPAB ADM approval is required for these revised 
web pages. CPAB’s ADMO, as well as Privy Council Office’s (PCO) communications 
group, may be alerted by CPAB’s digital communications team to inform them of the 
web page changes due to current sensitivity with vaccines. 


RESOURCE IMPLICATIONS: 
These changes are resource-neutral. 
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RECOMMENDATIONS: 

The updated vaccine reporting instructions clarify established procedures and facilitate 
the adverse reaction reporting process for vaccines, including adverse events 
associated with COVID-related vaccines once marketed. Further, updating vaccine 
adverse reaction information on the Health Canada web site demonstrates the 
Department’s openness to collaborate and address stakeholder concerns. The 
proposed revisions do not affect COVID-related initiatives. 


Director General 
| concur: 


| do not concur: 


Assistant Deputy Minister Date 


MECS# 20-113181-818 


Contact: Gayatri Jayaraman 
Telephone: 613-946-1133 / Cell: 613-293-8475 


Attachments: 

- Revisions in track changes 
o CR_vaccine-consumer-EN.docx 
o CR_vaccine-healthcareprovider-EN.docx 
o CR_vaccine-hospital-EN.docx 
o CR_vaccine-industry-EN.docx 
o CR_vaccine-main page-EN_rev.docx 

- Final CRs 
o CR_vaccine-consumer_EN_clean.docx 
o CR_vaccine-healthcareprovider_EN_clean.docx 
o CR_vaccine-hospital_ EN_clean.docx 


o CR_vaccine-industry_EN_clean.docx 
o CR_vaccine-main page-EN_rev_clean.docx 
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eD Health Santé 
Canada Canada 
Health Products Direction générale des produits 
and Food Branch de santé et des aliments 


FOR CONCURRENCE 
20-113181-818 
MEMORANDUM TO THE ASSISTANT DEPUTY MINISTER 
AND THE ASSOCIATE ASSISTANT DEPUTY MINISTER 


Update to Health Canada’s vaccine reporting web site instructions 


SUMMARY 

e The British Columbia Centre for Disease Control raised concerns about 
instructions on Health Canada's web site (hyperlinked), which guide 
vaccine adverse event reporters to report to the Department rather than to 
the Provincial/Territorial Adverse Event Following Immunization 
Surveillance System (P/T AEFISS) which is managed by the Public 
Health Agency of Canada (PHAC). 

e In order to clarify these instructions, we are seeking Health Products and 
Food Branch (HPFB) Assistant Deputy Minister (ADM) approval for the 
following: 

- Update Health Canada’s web page to instruct federally regulated (i.e., 
hospitals) and non-regulated reporters to go through the PHAC’s P/T 
| AEFI reporting process for vaccines other than those used for 


| have been (even prior to HC receiving vaccines reports from 


terms to make it clear that adverse reactions for vaccines other than 
those used for diagnosis or treatment, should be submitted through ; ae 


only one reporting mechanism (i.e., the P/T AEFISS regulatory 
reporting framework). 
e These revisions will ensure accurate information appears online, improve 
clarity of vaccine reporting instructions and facilitate adverse reaction 
reporting. 


concurrence Is requested by October Z, , as the flu 
season is emerging and we want to ensure stakeholders are well 
informed of their regulatory requirements for reporting of vaccine adverse 
events. 


BACKGROUND: 
Health Canada's web site (hyperlinked) was updated in December 2019, as a result of 
new regulations being implemented for mandatory medical device incident and serious 


Lid 


Canada 


diagnosis ortreatment; | | Commented [HM1]: Vaccines used for diagnosis and 
- Clarify reporting requirements for hospitals and remove ambiguous | treatment are to be reported to Health Canada and always 


2 


adverse drug reaction reporting by hospitals. 
=e 


At the same time a broader clean up and optimization project was conducted. The main 
objectives were to allow for a more user-friendly experience, diminish the number of 
clicks to obtain desired information, and update content to align with new regulations. 


The updates allowed reporters to choose the health product they wish to report on, 
prompting them to select the reporter type they represented, and then presenting them 
with the instructions on how to report. 


This broader clean up initiative triggered feedback from the British Columbia Centre for 
Disease Control. They submitted comments advising us that there were partially 
incorrect instructions regarding the vaccine adverse event reporting process. 


The collection of vaccine adverse event reports is managed by PHAC through P/T 
regulations, and by Health Canada via federal regulations for manufacturers and 
hospitals. PHAC and Health Canada share the monitoring of vaccines in Canada and 
the two regulatory reporting frameworks overlap. So if hospital stakeholders report 
adverse events via the P/T regulations, then they are exempted from meeting the 
federal requirement. This is to avoid any duplication of reports. The same logic also 
applies to parties not regulated under federal requirements. 


The proposed revisions will direct hospital reporters to go through PHAC’s P/T AEFI 
reporting process, as opposed to Health Canada’s reporting mechanism. This will align 
with the current process for other stakeholders, such as health care providers. 
Consumers will be encouraged to share their vaccine adverse event with a health 
professional, who can report via PHAC’s P/T AEFI mechanism on their behalf. It will 
also be reinforced that health professionals (working in a non-hospital setting) are 
required to report to their local health units (hyperlinked), as per usual established 
process. 


Additionally, to remove any ambiguity in the reporting requirements for hospitals, the 
statement “Hospitals are not required to report an adverse reaction to a vaccine that is 
part of a routine provincial or territorial immunization program.” will be replaced with 
“However, hospitals do not have to report for vaccines (unless used as for diagnosis or 
treatment) if they have submitted an Adverse Events Following Immunization (AEFI) 
report to their local public health unit.”. This will to clarify that vaccine reports only need 
to be submitted to a local public health unit and will help avoid duplication of reports. 


An internal review was conducted and agreement was obtained on the proposed 
changes. The goal is to incorporate the corrections before the flu season to make sure 
parties are correctly informed of their obligations before administration of the flu vaccine 
commences. 


= Commented [HM3]: Federal regulations are for MAHs and 
| hospitals wrt vaccines. 


| Commented [HM4]: This new statement does not have the | 
same meaning as the one being replaced. The reason forthe 
| previous one was to ensure reports for vaccines used for 

| diagnosis and treatment would continue to come to Health 

| Canada. Please return it to the original statement or modify to | 
(reflect vaccines for diagnosis and treatinemt: 2) 
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CONSIDERATIONS: 
The current online content for Health Canada’s web site (hyperlinked) was published in 
December 2019. 


Concurrence on the new proposed changes was obtained as the result of focused 
collaborative discussions amongst the HPFB’s Marketed Health Products Directorate OE 
(MHPD) policy, surveillance, outreach and clinical vaccine review groups. PHAC’s "Commented [HMS5]: ARMIS, the section responsible for 
Vaccine Vigilance Working Group and the British Columbia Centre for Disease Control | assessing AR reports, was not consulted, not certain who was. 
were consulted and are satisfied with the proposed changes. j ROL SUVA ee) 
The proposed revisions do not impact COVID-related initiatives, nor interfere with 
| current established procedures. Rather, tfhe revisions to Health Canada’s web site 
content align reporting mechanisms with PHAC’s P/T AEFI reporting process, and aim 
to increase clarity, in order to facilitate the adverse reaction reporting process for all 
vaccines, including COVID-related vaccines. 


Once the current content on Health Canada’s web site is updated, cross-links will be 
added to “What's new: Biologics, radiopharmaceuticals and genetic therapies”, “What's 
new: Drug products”, and “Drug product announcements” web pages. Additionally, a 
Really Simple Syndication (RSS) feed update notice will be sent, and social media 
Tweet and Linked-in posts will be added to inform stakeholders about the updates. The 
British Columbia Centre for Disease Control will also be informed via email. 


PORTFOLIO CONSIDERATIONS: 

Communication and Public Affairs Branch (CPAB) made additional plain language 
updates to the revised content. No CPAB ADM approval is required for these revised 
web pages. CPAB’s ADMO, as well as Privy Council Office’s (PCO) communications 
group, may be alerted by CPAB’s digital communications team to inform them of the 
web page changes due to current sensitivity with vaccines. 


Canada 


RESOURCE IMPLICATIONS: 
These changes are resource-neutral. 
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RECOMMENDATIONS: 

The updated vaccine reporting instructions clarify established procedures and facilitate 
the adverse reaction reporting process for vaccines, including adverse events 
associated with COVID-related vaccines once marketed. Further, updating vaccine 
adverse reaction information on the Health Canada web site demonstrates the 
Department’s openness to collaborate and address stakeholder concerns. The 
proposed revisions do not affect COVID-related initiatives. 


Director General 
| concur: 


| do not concur: 


Assistant Deputy Minister Date 


MECS# 20-113181-818 


Contact: Gayatri Jayaraman 
Telephone: 613-946-1133 / Cell: 613-293-8475 


Attachments: 

- Revisions in track changes 
o CR_vaccine-consumer-EN.docx 
o CR_vaccine-healthcareprovider-EN.docx 
o CR_vaccine-hospital-EN.docx 
© CR_vaccine-industry-EN.docx 
o CR_vaccine-main page-EN_rev.docx 

- Final CRs 
o CR_vaccine-consumer_EN_clean.docx 
o CR_vaccine-healthcareprovider_EN_clean.docx 
o CR_vaccine-hospital_EN_clean.docx 
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o CR_vaccine-industry_EN_clean.docx 
o CR_vaccine-main page-EN_rev_clean.docx 
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From: Lada-Moldovan, Laura (HC/SC) 


To: Kay, Catherine (HC/SC) 

Cec: Leclerc, Celine (HC/SC); Dusko, Natasza (HC/SC); Smith, J Mark (HC/SC); Nguyen, David (HC/SC); Morrison 
Heather (HC/SC) 

Subject: RE: Heads-up: COVID-19 vaccine page 

Date: 2020-10-21 10:04:15 AM 

Attachments: COVID-19 vaccination and treatments 2020-10-18 HM LLM.docx 

Hi Catherine, 


Thank you for this opportunity to review! Please see enclosed HPSEB’s comments. 


Thanks, 
Laura 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-10-19 9:36 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra. uier@canada.ca> 

Ce: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Nguyen, David 
(HC/SC) <david.nguyen nada.ca> 

Subject: RE: Vaccine Pages 


Hi Laura, 

| have attached for your information the most recent version of the COVID-19 vaccine page that | 
mentioned last week that will link to our reporting page. Please take a quick peak and let me know if 
you have any concerns or questions by 3pm tomorrow. 


Thanks, 


Catherine 
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Vaccine and treatment development 


Health Canada is prioritizing the review of COVID-19 drugs and vaccines while 
making sure they’re safe and effective. 


Creating a new vaccine or treatment often takes years. However, with increased 
funding and international collaboration between scientists, the development of 
vaccines and treatments for COVID-19 is progressing quickly. 


Right now, there are more than 100 COVID-19 vaccines and hundreds of 
treatments at different stages of development around the world. 


Application and review process 


Health Canada’s drug review process is among the most rigorous and respected in 
the world. Our review process looks at the scientific and clinical evidence to ensure 
vaccines and treatments are safe, effective and of the highest quality. The benefits 
must also outweigh any risks. 


Although we recognize the urgent need for a vaccine and treatment for COVID-19, 
we won't compromise on safety and quality. 


We've put in place a fast-tracked review process to help sponsors get approval of 
COVID-19 vaccines and treatments. Sponsors can include companies, academic 
research centres and physicians. We’re able to review data as it becomes available, 
instead of waiting until they complete all studies. 


To market a vaccine or treatment in Canada, the manufacturer must file an 
application to Health Canada. They must use one of the following regulatory 
processes: 


e the interim order for drug authorization 
e the Food and Drug Regulations 


Health Canada has been working with vaccine and treatment developers to provide 
early scientific advice. Usually, Health Canada will only review after receiving final 
evidence. But if manufacturers apply through the interim order process, they can 
submit scientific evidence for review as it becomes available. 


We’re also working with reputable international regulators to collaborate on the 
review process to get vaccines and treatments to market as quickly as possible. 


Authorization decisions 


After we review the scientific data, we’ll then decide whether to authorize the 
COVID-19 vaccine or treatment. We’ll only do so when the evidence shows that the 
vaccine or treatment: 


e is safe, effective and of good quality and 
e demonstrates that the benefits outweigh the risks 


These measures will help make safe and effective vaccines and treatments available 
faster in Canada. 


Related links 


Vaccines for children 

Vaccination for adults 

Vaccine safety, concerns and possible side effects 
Regulating vaccines for human use in Canada 
Health Canada’s regulatory response to COVID-19 


e Guidance document: Management of drug submissions and applications 
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About clinical trials 


Clinical trials are essential to determining if a COVID-19 vaccine or treatment is 
safe and effective. 


Vaccines are complex biological products and there’s a high risk of failure during 
development. Large clinical trials are required to demonstrate a vaccine’s safety 
and effectiveness. 


There are more than 100 potential COVID-19 vaccines at different stages of 
development around the world. Some of these vaccines are in clinical trials. It isn’t 
necessary for clinical trials to be conducted in Canada for the vaccine to be 
authorized for use here. 


Clinical trials are also underway for COVID-19 treatments. These trials include 
testing both new drugs as well as existing drugs that are already used for other 
medical conditions. 


COVID-19 patients in Canada may be able to participate in clinical trials authorized 
by Health Canada. 


Generally, the vaccine development process involves a number of clinical trial 
phases. Researchers use the results from one phase to plan the next based on the 
evidence. Assessing this evidence takes time, so there can be long waits between 
phases. 


For a potential COVID-19 vaccine or treatment, manufacturers are using many 
processes to fast-track their development. This includes decreasing the time 
between trial phases by: 


e using trial processes that test multiple treatments or vaccines at the same 
time 


e running trials at the same time rather than doing them individually, which 
reduces the: 
o number of trials and steps needed 
o time it takes to collect and assess the data 
e launching trials in areas affected the most by the pandemic (highest number 
of cases and severe illness) 
e changing existing vaccine trials to focus on COVID-19 
e increasing collaboration with research networks, manufacturers and other 
partners here in Canada and around the world 


With these processes, manufacturers are able to speed up development without 
compromising safety and effectiveness. 


Applying to conduct a clinical trial 
Companies, academic research centres and physicians (Known as sponsors) can 


apply to conduct a clinical trial. An application can be made under either of the 
following: 


e the new COVID-19 interim order for clinical trials 
o this process was set up to respond to the urgent need for research and 
development of COVID-19 drugs during the pandemic 
e the Food and Drug Regulations 


We review applications to make sure the: 


e vaccine used in the clinical trial doesn’t endanger the health of people taking 
part in the trial 
e trial’s scientific goals can be met 


If all requirements are met, we'll authorize the clinical trial. Health Canada won’t 
review a vaccine or treatment until they have evidence from many clinical trials. 
Reviewing this evidence allows us to be sure that a new vaccine or treatment is 

safe, made well and works in the general population (efficacy). 


Related links 


e Drugs and vaccines for COVID-19 

e Regulating vaccines for human use in Canada 

e Health Canada’s regulatory response to COVID-19 

e COVID-19: International research and development 


For industry 


e Guidance document: Management of drug submissions and applications 
e Summary basis of decision documents 
e Regulatory decision summaries of drugs and health products 


e Notice of clarification to drug manufacturers and sponsors: Risk management 


plans 
e National Microbiology Laboratory’s role in the COVID-19 response 
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Producing a vaccine 


Producing a vaccine is complex. It requires significant investments to ensure it can 
be produced on a commercial scale with good quality and consistency. 


Manufacturers manage the typical process for vaccine production. 
Both private and large public investments from governments around the world are 


being put toward research for COVID-19 vaccines. In Canada, development is being 
supported through advance purchase agreements. 


This partnership between private industry and the public can lead to more 
affordable and groundbreaking health products for Canada. The approach being 
taken to develop a COVID-19 vaccine can be used for other advancements in 
medicine. 


Securing enough vaccine 


Canada is working to secure access to safe and effective vaccines to prevent 
COVID-19. The advance purchase agreements we've signed will help us achieve this 
goal. Because we don’t know which vaccines will be successful in being authorized 
for use, we’re investing in a large selection of vaccines. 


We’re working to secure the earliest availability of authorized doses. But it will take 
time before there’s enough vaccine for everyone in Canada. This is why we're 
putting together a framework in collaboration with provinces and territories that 
outlines who should get the vaccine first. 


Provincial and territorial governments are responsible for planning and running 
COVID-19 vaccination programs. The Government of Canada and the National 
Advisory Committee on Immunization work with them to support the distribution of 


vaccines. They'll provide guidance on transport, storage and handling to support 
delivery. 


Getting unauthorized drugs in an emergency 
We’ve temporarily allowed promising COVID-19 drugs to be used in Canadian 


facilities before they’ve been authorized in Canada. This temporary allowance is 
called pre-positioning. For this to happen, the: 


e Chief Public Health Officer of Canada must notify the Minister of Health of a 
need to pre-position a COVID-19 drug 
e Government of Canada must have an agreement to purchase the drug 


Also, the manufacturer of the drug must have filed an application for market 
authorization through one of the following regulatory processes: 


e the interim order for drug authorization 
e the Food and Drug Regulations 
e a foreign regulatory authority 


Related links 


Drugs and vaccines for COVID-19 

Regulating vaccines for human use in Canada 
COVID-19: International research and development 
Regulating vaccines for human use in Canada 


e Guidance document: Management of drug submissions and applications 
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Safety after authorization (pharmacovigilance) 


Once a drug has been authorized for use in Canada, we then monitor its safety and 
effectiveness (how well it works) in people. This monitoring system is called post- 
market surveillance. 


Health Canada and the Public Health Agency of Canada (PHAC) share the 
monitoring of the safety of vaccines in Canada. 


For vaccines, health care providers report any side effects (adverse events) 
identified by patients to their local public health authority. Provincial and territorial 
public health authorities then submit a report to the Public Health Agency of Canada 
through their monitoring system. 


Companies are also required to monitor continuously the real-world use of their 
health products. They must notify Health Canada of potential safety concerns that 
weren't observed during clinical trials. 


Health Canada also monitors actions taken for safety reasons by international 
regulatory agencies. Our goal is to quickly: 


e respond to new information 
e communicate risks to health care professionals and the public 


Learn more about vaccine safety, concerns and possible side effects. 


Reporting safety concerns 


Drugs 


Everyone who witnesses or experiences a side effect to a drug is strongly 
encouraged to report it. You can also work with your health care provider to submit 
a report. They may offer additional information that could be useful for our 
assessment. 


Vaccines 


Everyone who witnesses or experiences a side effect to a vaccine is strong] 
encouraged to report it to their health care provider. They will complete an adverse 
events following immunization form and submit it to their local public health 
authority. 


Responding to safety concerns 


The COVID-19 pandemic has highlighted the need to ensure a timely response to 
new evidence about safety and effectiveness. To respond to new risks, we’re: 


e increasing our monitoring and assessment activities of emerging safety 
issues 

e stepping up collaboration and information-sharing with our partners here in 
Canada and around the world, such as the World Health Organization 


A company may also be asked to: 


e perform other risk monitoring activities or post-market studies (beyond 
existing routine collection and assessment requirements) 
e speed up its reporting of harmful side effects for products with higher risks or 
greater sensitivities 
o for example, vaccines that are given to healthy people 


Related links 


Vaccine safety, concerns and possible side effects 
Vaccines for children 

Vaccination for adults 

Drugs and vaccines for COVID-19 


For health care professionals 


e Contact information for adverse events following immunization 
e Canadian Adverse Events Following Immunization Surveillance System 
e MedEffect Canada: Post market surveillance for drugs and health products 
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Vaccine and treatment development 


| 


pri ritizing the review of COVID-19 drugs and vaccines while 
e and effective. 


Creating a new vaccine or treatment often takes years. However, with increased 
funding and international collaboration between scientists, the development of 
vaccines and treatments for COVID-19 is progressing quickly. 


Right now, there are more than 100 COVID-19 vaccines and hundreds of 
treatments at different stages of development around the world. 


Application and review process 


Health Canada’s drug review process is among the most rigorous and respected in 
the world. Our review process looks at the scientific and clinical evidence to ensure 
vaccines and treatments are safe, effective and of the highest quality. The benefits 
must also outweigh any risks. 


Although we recognize the urgent need for a vaccine and treatment for COVID-19, 
we won't compromise on safety, and quality. 


We've put in place a fast-tracked review process to help sponsors get approval of 
COVID-19 vaccines and treatments. Sponsors can include companies, academic 
research centres and physicians. We’re able to review data as it becomes available, 
instead of waiting until they complete all studiesl. oe 
To market a vaccine or treatment in Canada, the manufacturer must file an 
application to Health Canada. They must use one of the following regulatory 
processes: 


[ey | some aspects of the process are beir 


| standards or requirements and kept it simple 


| Commented [QJ4R3]: This page is high level for 
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A Commented [qu2R1}: In the live edit we had 
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e the interim order for drug authorization 
e the Food and Drug Regulations 


Health Canada has been working with vaccine and treatment developers to provide 
early scientific advice. Usually, Health Canada will only review after receiving final 
evidence. But if manufacturers apply through the interim order process, they can 
submit scientific evidence for review as it becomes available. 


We're also working with reputable international regulators to collaborate on the 
review process to get vaccines and treatments to market as quickly as possible. 


Authorization decisions 

After we review the scientific data, we'll then decide whether to authorize the 
COVID-19 vaccine or treatment. We'll only do so when the evidence shows that the 
vaccine or treatment: 


e is safe, effective and of good quality and 
e demonstrates that the benefits outweigh the risks 


These measures will help make safe and effective vaccines and treatments available 
faster in Canada. 


Related links 


Vaccines for children 


Vaccine safety, concerns and possible side effects 
Regulating vaccines for human use in Canada 


Health Canada’s regulatory response to COVID-19 


For industry 


e Guidance document: Management of drug submissions and applications 


| the correct wording. 


mei : this is no 
term ‘final evidence,’ but I’m trying to make a 
bridge here between what's different this time 
around without being too detailed. Please edit to | 
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About clinical trials 


Clinical trials are essential to determining if a COVID-19 vaccine or treatment is 
safe and effective. 


Vaccines are complex biological products and there’s a high risk of failure during 
development. Large clinical trials are required to demonstrate a vaccine’s safety 
and effectiveness. 


There are more than 100 potential COVID-19 vaccines at different stages of 
development around the world. Some of these vaccines are in clinical trials. It isn’t 
necessary for clinical trials to be conducted in Canada for the vaccine to be 


authorized for use here. | Commented [QJ10}: There seems to be a lot of 
interest in ‘made in Canada’ or talk about why 
Clinical trials are also underway for COVID-19 treatments. These trials include other countries seem to be further ahead. Is this 


something we can speak to? Or is that another 


testing both new drugs as well as existing drugs that are already used for other department's lead? 


medical conditions. 


COVID-19 patients in Canada may be able to participate in clinical trials authorized 
by Health Canada. 


Generally, the vaccine development process involves a number of clinical trial 
phases. Researchers use the results from one phase to plan the next based on the 
evidence. Assessing this evidence takes time, so there can be long waits between 


phases. ) 


| Commented [QJ11]: We largely accepted the edits | 
; . 7 -- | but removed ‘possible’ because it didn’t add 

For a potential COVID-19 vaccine or treatment, manufacturers are using many) / | meaning. 

processes to fast-track their development. This includes decreasing the time 


between trial phases by: 
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about ‘design approaches’ as users don’t know 

e using trial processes that test multiple treatments or vaccines at the same what these are, We've keptit simple. Weve 
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these are the examples of how the timing is 

| being reduced. 
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e running trials at the same time rather than doing them individually, which 
reduces the: 
o number of trials and steps needed 
o time it takes to collect and assess the data 
e launching trials in areas affected the most by the pandemic (highest number 
of cases and severe illness) ; 
e changing existing vaccine trials to focus on COVID-19 - 
e increasing collaboration with research networks, manufacturers and other 
partners here in Canada and around the world 


With these processes, manufacturers are able to speed up development without 
compromising safety and effectiveness. 


Applying to conduct a clinical trial 
Companies, academic research centres and physicians (known as sponsors) can 


apply to conduct a clinical trial. An application can be made under either of the 
following: 


» the new COVID-19 interim order for clinical trials 
o this process was set up to respond to the urgent need for research and 
development of COVID-19 drugs during the pandemic 
e the Food and Drug Regulations 


We review applications to make sure the: 


e vaccine used in the clinical trial doesn’t endanger the health of people taking 
part in the trial 
e  trial’s scientific goals can be met 


If all requirements are met, we'll authorize the clinical trial. Health Canada won’t 
review a vaccine or treatment until they have evidence from many clinical trials. 


Reviewing this evidence allows us to be sure that a new vaccine or treatment is 
safe, made well and works in the general population (efficacy). 


Related links 


Drugs and vaccines for COVID-19 


Health Canada's regulatory response to COVID-19 
COVID-19: International research and development 
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For industry 


e Guidance document: Management of drug submissions and applications 
e Summary basis of decision documents 
e Regulatory decision summaries of drugs and health products 
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e Notice of clarification to drug manufacturers and sponsors: Risk management 


plans 
e National Microbiology Laboratory’s role in the COVID-19 response 
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Producing a vaccine 


Producing a vaccine is complex. It requires significant investments to ensure it can 
be produced on a commercial scale with good quality and consistency. 


Manufacturers manage the typical process for vaccine production. 
Both private and large public investments from governments around the world are 


being put toward research for COVID-19 vaccines. In Canada, development is being 
supported through ladvance purchase agreements. 


This partnership between private industry and the public can lead to more 
affordable and groundbreaking health products for Canada. The approach being 
taken to develop a COVID-19 vaccine can be used for other advancements in 
medicine, 


Securing enough vaccine 


Canada is working to secure access to safe and effective vaccines to prevent 
COVID-19. The advance purchase agreements we've signed will help us achieve this 
goal. Because we don’t know which vaccines will be successful in being authorized 
for use, we’re investing in a large selection of vaccines. 


Were working to secure the earliest availability of authorized doses. But it will take 
time before there’s enough vaccine for everyone in Canada. This is why we’re 
putting together a framework in collaboration with provinces and territories that 
outlines who should get the vaccine first. 


Provincial and territorial governments are responsible for planning and running 
COVID-19 vaccination programs. The Government of Canada and the National 
Advisory Committee on Immunization work with them to support the distribution of 
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vaccines. They'll provide guidance on transport, storage and handling to support 
delivery. 


Getting unauthorized drugs in an emergency 


We've temporarily allowed promising COVID-19 drugs to be used in Canadian 
facilities before they’ve been authorized in Canada. This temporary allowance is 
called pre-positioning. For this to happen, the: 


e Chief Public Health Officer of Canada must notify the Minister of Health of a 
need to pre-position a COVID-19 drug 
e Government of Canada must have an agreement to purchase the drug 


Also, the manufacturer of the drug must have filed an application for market 
authorization through one of the following regulatory processes: 


e the interim order for drug authorization 
« the Food and Drug Regulations 


e a foreign regulatory authority 


Related links 


Drugs and vaccines for COVID-19 

Regulating vaccines for human use in Canada 
COVID-19: International research and development 
Regulating vaccines for human use in Canada 


For industry 


e Guidance document: Management of drug submissions and applications 


| 


be deployed quickly. 


Ngee 


BENNO 


Page: 35 of/de 458 
A2022001233 


Se Commented [MB26]: Pre-positioning is not 
providing access to any products. It’s just 
allowing them into the country so that they can 


_ | Title could be = facilitating rapid - deployment: of 
: COVID vaccines and drugs” 


Commented [QJ27R26]: Can we compromise with | 


j 
} 
| 
| 
1 
| 
| 
| 
| 
i 
| 
| 
i 
i 
| 
i 
i 

) 
| 
| 
i 


Vaccines and treatments for COVID-19: Safety after 
authorization 


[ Progress | | Clinical trials Vaccine rollout 


Safety after 
authorization 


On this page 
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Safety after authorization (pharmacovigilance) 


Once a drug has been authorized for use in Canada, we then monitor its safety and 
effectiveness (how well it works) in people. This monitoring system is called post- 
market surveillance. 


Health Canada and the Public Health Agency of Canada (PHAC) share the 
monitoring of the safety of vaccines in Canada. 


h care providers report any side effects (adverse events) 

ts to their local public health authority. Provincial and territorial 
Ith authorities then submit a report to us-the Public Health Agency of 
rough otr-their monitoring system. 


Companies are also required to monitor continuously the real-world use of their 
health products. They must notify Health Canada us-of potential safety concerns 
that weren’t observed during clinical trials. 


We-Health Canada also monitors actions taken for safety reasons by international 
regulatory agencies. Our goal is to quickly: 


e respond to new information 
¢ communicate risks to health care professionals and the public 


Learn more about vaccine safety, concerns and possible side effects. 


Reporting safety concerns 
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Drugs 


Everyone who witnesses or experiences a side effect to a drug is strongly 
encouraged to report it. You can also work with your health care provider to submit 
a report. They may offer additional information that could be useful for our 
assessment. 


Vaccines 


Everyone who witnesses or experiences a side effect to a vaccine is strongly 


Responding to safety concerns 


The COVID-19 pandemic has highlighted the need to ensure a timely response to 
new evidence about safety and effectiveness. To respond to new risks, we're: 


e increasing our monitoring and assessment activities of emerging safety 
issues 

e stepping up collaboration and information-sharing with our partners here in 
Canada and around the world, such as the World Health Organization 


A company may also be asked to: 


e perform other risk monitoring activities or post-market studies (beyond 
existing routine collection and assessment requirements) 
e speed up its reporting of harmful side effects for products with higher risks or 
greater sensitivities 
o for example, vaccines that are given to healthy people 


Related links 


Vaccine safety, concerns and possible side effects 
Vaccines for children 


Vaccination for adults 


For health care professionals 


e Contact information for adverse events following immunization 
e Canadian Adverse Events Following Immunization Surveillance System 
e MedEffect Canada: Post market surveillance for drugs and health products 
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From: Morrison, Heather (HC/SC) 


To: Litowitz, Paul (HC/SC); Lada-Moldovan, Laura (HC/SC) 
Subject: RE: Updated vaccine reporting webpages 
Date: 2020-12-01 5:00:00 PM 


51 TTT = sie ns SS 


Kudos to you guys for coordinating the input to this and getting it rolling - much appreciated!! 


Heather 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-12-01 3:49 PM 

To: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires coordinateurs F.SC 
<hc.mhpdhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca> 
Ce: Rose, Jnona (HC/SC) <jhona.rose@canada.ca> 

Subject: Updated vaccine reporting webpages 


Hi everyone, 
Sharing for awareness. 


You may know, December 2019 changes to our website introduced partially incorrect instructions. 
Below (web links), correct these instructions and make it clear that adverse reactions for vaccines 
should be submitted through only one reporting mechanism (i.e., the PHAC’s Provincial/Territorial 
Adverse Event Following Immunization Provincial/Territorial Adverse Event Following Immunization 
(P/T AEFI) Surveillance System). The updated vaccine reporting instructions clarify established 
procedures and facilitate the adverse reaction reporting process for vaccines, including adverse 
events associated with COVID-related vaccines once marketed. 


Thanks to everyone who input into these updates, 
Paul 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-12-01 3:30 PM 

To: Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Leclerc, Celine (HC/SC) <celine.leclere@canada.ca>; 
Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hello, 


The pages are now live. Please see attached links. Let me know if there are any concerns. 


Main page 
httos://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine.himl 


httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin.html 


Consumer 
https://www.canada.ca/en/health-canada/servi rugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/consumer.html 


httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/consommateur.html 


Hospital 
https:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/hospital. html 


httos:/www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/hopital. html 


Health Care Providers 
httos://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 


reaction-reporting/vaccine/health-care-providers.html 


fr/sante-canada/services/medicaments-produits-sante/m et- 
o laration-effets-indesirables/vaccin/professionnels-sante.html 


Industry 
https:/www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/industry.html 


httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/industrie.html 


Thank you, 


Catherine 


From: Litowitz, Paul (HC/SC) <paul litowi canada.ca> 

Sent: 2020-11-28 9:25 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simen@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson? @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 
Thanks, 

Paul 
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Why is this product/guidance document being posted now? 

It is imperative that these changes be posted prior to approval of the first COVID vaccine (possibly as 
early as 7 December) in order to ensure that any adverse events are correctly reported for these 
vaccines. The December 2019 changes to Health Canada website introduced partially incorrect 
instructions. The current changes correct this error and make it clear that adverse reactions for 
vaccines should be submitted through only one reporting mechanism (i.e., the PHAC’s 
Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial Adverse Event 
Following Immunization (P/T AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine reporting 
instructions clarify established procedures and facilitate the adverse reaction reporting process for 
vaccines, including adverse events associated with COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, as opposed 
to Health Canada’s reporting mechanism. This will align with the current process for other 
stakeholders, such as health care providers. Health professionals (working in a non-hospital setting) 
are required to report to their local health units, as per usual established process. Consumers will be 
encouraged to share their vaccine adverse event with a health professional, who can report via 
PHAC’s P/T AEFI mechanism on their behalf. 


Are we expecting media attention? 
No, however, updating vaccine adverse reaction information on the Health Canada web site 
demonstrates the Department’s openness to collaborate and address stakeholder concerns. 


From: Litowitz, Paul (HC/SC) 


Sent: 2020-11-24 08:40 PM 

To: Kay, Catherine (HC/SC); Lada-Moldovan, Laura (HC/SC) 
Ce: Leclerc, Celine (HC/SC); Smith, J Mark (HC/SC) 
Subject: RE: Vaccine Pages 

Hi Catherine, 


A quick message to offer early heads up that the vaccine pages (and BN) provided to our ADM were 
approved earlier this evening. We anticipate receiving the final copies in MECS tomorrow. Once 
received we’ll be sure to share the MECS number (or full package if you prefer). 

Thanks, 

Paul 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-12 4:36 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: RE: Vaccine Pages 


Thanks. Much appreciated. My director was asking in case she could be of assistance ©. 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-11-12 4:34 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Catherine, 


The check-in will be done by Sandra (our HPSEB executive admin) tomorrow morning — | am not sure 
what their single window contact to DGO is. 

Thanks, 

Laura 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-12 3:58 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Subject: RE: Vaccine Pages 


Is it Thanh in DGO that you are checking in with? Or someone else? 


From: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 

Sent: 2020-11-12 3:23 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 
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Ce: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Dusko, Natasza (HC/SC) 
<natasza.dusko@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Nguyen, David 
(HC/SC) <david.nguyen@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Catherine, 


Thanks for asking! We were requesting ADMO concurrence/approval by October 30°", and even 
flagged to DGO if possible to accommodate an even earlier approval for the reasons you had 
mentioned, but we haven’t heard back since. 


| just followed-up and will let you know as soon as we have updates. 


Thanks, 
Laura 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-12 3:02 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Cc: Leclerc, Celine (HC/SC) <celine.Jeclerc@canada.ca>; Dusko, Natasza (HC/SC) 
<natasza.dusko@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Nguyen, David 
(HC/SC) <david.nguyen@canada.ca> 

Subject: RE: Vaccine Pages 

Importance: High 


Hi Laura and/or Paul, 


CPAB is getting a lot of push to put up the updated vaccine pages mentioned previously. They wan to 
ensure messaging is up to date across the board. It would be best if we could make the updates to the 
vaccine reporting page at the same time. Do you have an update with respect to your approvals or 
where this project is at? 


Thank you, 


Catherine 


From: Kay, Catherine (HC/SC) 

Sent: 2020-10-19 9:36 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca> 

Cc: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Nguyen, David (HC/SC) 
<david.nguyen@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Laura, 
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| have attached for your information the most recent version of the COVID-19 vaccine page that | 
mentioned last week that will link to our reporting page. Please take a quick peak and let me know if 
you have any concerns or questions by 3pm tomorrow. 


Thanks, 


Catherine 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-10-16 11:49 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca> 

Ce: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Nguyen, David (HC/SC) 
<david.nguyen@canada.ca> 

Subject: RE: Vaccine Pages 


Thanks for this background Catherine, it is good to know! 


Sandra; do you think we could include this note for DGO’s consideration, when sending the approval 
package to ADMO, for consideration in case the approval could be obtained before Oct 30th? 


At this point, | think it would be outside our control, but good to flag for their awareness in case it can 
be expedited. 


Thanks, 
Laura 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-10-16 11:22 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Cc: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 
Subject: RE: Vaccine Pages 


Hi Laura, 


Thanks for getting back to me so quickly. There is some concern from CPAB with respect to if the 
updates take too long to be approved. Any capability that you have to move this forward more quickly 
is greatly appreciated. CPAB mentioned that they are actively working on the COVID-19 vaccine pages 
and the plan is to have them link to our updated reporting vaccine pages. We would like for all this to 
happen at the same time (ie both updates) if possible as our pages will get more and more views 
when the COVID-19 vaccine pages go live and will continue to increase in views as we approach the 
authorization of a vaccine. | believe the plan is to have the COVID-19 vaccine pages go live by the end 
of October. 
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Please do let me know if you are able to move this forward before the end of the month or if you have 
any other questions. 


Céline or J. Mark please jump in if you have any further info to provide. 
Thank you, 


Catherine 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-10-16 10:40 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza,pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 
Subject: RE: Vaccine Pages 


Hi Catherine, 
Thanks for following up! 


We required more internal discussions on this topic to clarify between the types of vaccines and 
different scopes between PHAC and HC; we currently are in communication with DGO, who had some 
comments HPSEB needed to address before approving the briefing note intended for ADMO. 


We have resubmitted our briefing note to DGO today, hoping it is satisfactory and can then be 
expedited to ADMO for approval (we are requesting ADMO approval by October 30, 2020). 


Let me know if you have any questions. 


Thanks, 
Laura 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-10-16 9:20 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 
Subject: FW: Vaccine Pages 


Hi Laura, 


| am following up on this request. CPAB is telling us that we need to publish this (hopefully next week). 
Do you know what the status of the approval for this is? Last | heard it was on its way to ADMO in 
mid-September. | have attached the last version of the content that | am aware of. 

Any insight you can provide is greatly appreciated. 


Please let me know if you have any questions or if you would like to discuss this further. 
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Thanks, 


Catherine 


From: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca> 

Sent: 2020-10-16 9:13 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Smith, J Mark (HC/SC) 
<jmark.smith@canada.ca> 

Subject: FW: Vaccine Pages 


Céline Leclerc 

Marketed Health Products Directorate 

Health Products and Food Branch 

Health Canada, Government of Canada 
celine.leclerc@canada.ca / Tel: 613-793-5862 


Direction des produits de santé commercialisés 
Direction générale des produits de santé et des aliments 
Santé Canada, Gouvernement du Canada 
celine.leclerc@canada.ca / Tél: 613-793-5862 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-14 12:33 PM 

To: Martin, David S (HC/SC) <davids.martin@canada.ca>; MacKay, Lisa (HC/SC) 
<lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Perfect, thank you to both for your quick response! 


Laura 


From: Martin, David S (HC/SC) <davids.martin@canada.ca> 

Sent: 2020-09-14 12:11 PM 

To: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.Jada- 
moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


That looks fine to me. 


Thanks, 
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David S. Martin 

Communications Advisor 

Health Products and Food Branch Unit 
Communications and Public Affairs Branch 
Health Canada 

Mobile: 613-297-2473 *NOTE NEW NUMBER 
e-mail: davids.martin@canada.ca 


From: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Sent: 2020-09-14 12:10 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Martin, David S (HC/SC) 
<davids.martin@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Some additions, 
Look good David? 


Once the current content on Health Canada’s web site is updated, an RSS feed 
update notice will be sent, cross-links will be added to biologics and drug what’s new 
and drug announcement pages and a social media tweet and linked-in post will be 
added to inform about the updates. The British Columbia Centre for Disease Control 
will also be informed via email. 


Lisa 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-14 12:07 PM 

To: Martin, David S (HC/SC) <davids.martin@canada.ca>; MacKay, Lisa (HC/SC) 
<lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Thanks Lisa/David, that would be great! 
Would it be accurate to update the ADMO Briefing note as follows then: 


Once the current content on Health Canada’s web site is updated, an RSS feed 
update notice will be sent and a social media post will be added to inform about the 
updates. The British Columbia Centre for Disease Control will also be informed via 
email. 


From: Martin, David S (HC/SC) <davids.martin@canada.ca> 

Sent: 2020-09-14 11:35 AM 

To: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 


| have no concerns with doing that at all. When the pages go live, we can do a SM post or two to 
notify the public and stakeholders that the content has moved/changed. 


Once we have an approximate live date, let me know and | can coordinate something. 
Thanks, 


David S. Martin 

Communications Advisor 

Health Products and Food Branch Unit 
Communications and Public Affairs Branch 
Health Canada 

Mobile: 613-297-2473 *NOTE NEW NUMBER 
e-mail: davids.martin@canada.ca 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-14 10:18 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Martin, David S (HC/SC) <davids.martin@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Laura, 


We could maybe send out an RSS feed notice but we don’t usually push out updates. We could 
possible add a cross link on the BRDD and Drugs What’s new pages saying (Updated). 


David do you think they could have a tweet and or a Linked-In post? 
Thanks 


Lisa 
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From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-14 9:39 AM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Good morning Lisa, 


Quick question; does CPAB plan to issue an alert for stakeholders on the website to notify that the 
content has been updated once done? 


We have plans to notify via email the BC stakeholder who initially raised these concerns, but wonder if 
there will be a notification other than the website being updated to notify of this change in content? 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-13 9:29 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Yes — those look good. 
Thanks 


Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 

Lisa.Mackay@canada.ca 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-09-13 9:20 PM 

To: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 


<celine. leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 
Subject: RE: Vaccine Pages 


Perfect, thanks Lisa, and agreed that these would need to be made for all landing pages. 


Would it be fine if we included the enclosed EN main page to capture the suggested changes for the 
ADMO approval package? 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-13 9:08 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Laura, 


Yes we can make those small changes to the descriptions. If we do make those changes though we 
should add them to all the landing pages. 


Thanks 


Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 

Lisa.Mackay@canada.ca 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-12 9:53 PM 

To: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 
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Hi Lisa, 


Yes, | was referring to this selection page indeed. While | understand that we will not be describing the 
vaccine landscape in Canada on this main page (but rather on each reporter type web pages), we 
were proposing additions to the reporter types, to clarify the selections. More precisely, there still 
seems to be confusion between the selections “hospital” and “health care provider”, so we are 
proposing to add the following qualifiers: 


*Who/what are you? (required) 

Consumer 

Hospital (including health care providers in a hospital setting) 
Health care provider (outside a hospital setting) 

Industry 


Could this change request still be considered please? 


Also, we had also flagged to Celine the following, hoping it could also be corrected when updating the 
web pages: 


PLEASE NOTE! We have noticed a translation error that affects all of the product pages on the 
reporting website (including the vaccine pages). 
In French, reporter should be translated as déclarant (NOT rapporteur). 


Let me know if you have any questions. 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Sent: 2020-09-12 9:31 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Cc: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Laura, 


\f you are talking about the selection page there will not be any changes on this one. The only changes 
will be on the instructional pages attached. 


Have a nice Sunday © 


Lisa 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-09-12 9:16 PM 
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To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 
No worries, | can certainly relate! © 
Thank you for reviewing and sharing your suggestions to improve the content, much appreciated! 


Would it be possible to also confirm if a final main page is available to include with attachments (it 
was not shared originally along with the other CPAB revised pages)? 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-11 7:57 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Laura, 

Sorry for the delay — what a week! 
Here are some suggested changes. 
Have a great weekend! 


Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 

Lisa. Mackay@canada.ca 
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From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-10 12:48 PM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 
Please see enclosed the Briefing Note we are planning on sending to ADMO for concurrence. 


We'd appreciate having CPBA’s quick review, if possible. Could you please let us know if you have any 
comments (preferably before tomorrow COB, so that we can submit without further delays)? 


Also, is a final main page available to include with attachments (it was not shared originally along with 
the other CPAB revised pages)? 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-07 5:31 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Cc: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 
<ghazal.eland@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Paul, 


CPAB ADM will not need to approve these pages. We may give them a heads up but only because of 
the sensitivity around vaccines right now. We will probably also flag to PCO comms. 


Gaya and Sophie can decide if they would like Pierre to approve, he was very involved with the 
original launch so | suspect he would appreciate a heads up but not sure if he needs to formally 
approve. 


We are working with PHAC, BRDD and TPD to develop web content on vaccines and treatments for 
COVID-19 and it sounds like the Drug Authorization Interim Order may go live this week. Other than 
that there is not any web clean up planned in the near future. 


Unfortunately the MHPD optimization had to be put on hold because of all the COVID-19 priorities. 
We are trying to do some smaller clean ups when we can, but the larger jobs will have to wait for now. 
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if possible can you cc me on the briefing note, it could come in handy if CPAB or PCO has any 
questions. 


Let me know if you have any other questions. 
Thanks 


Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 

Lisa.Mack canada.ca 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-09-02 5:05 PM 

To: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Cc: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 
<ghazal.eland@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 


In discussion with our director Gaya and anticipation of sharing/seeking vaccine webpage approvals, 
she posed several questions. 


How does this work link — if at all — to the broader web cleanup? Does CPAB’s ADM approve the 
revised webpages (or only potentially Pierre)? 


We've been requested to create a short briefing note which would accompany the revised vaccine 
webpages during approvals. We can incorporate any comments that you might have on the questions 
posed. 


Many thanks, 
Paul 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 
Sent: 2020-09-02 10:17 AM 
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To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Cc: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 
<ghazal.eland@canada.ca> 

Subject: RE: Vaccine Pages 


Sounds good — thanks Paul! 


Lisa Mackay 
Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 
Lisa.Mackay@canada.ca 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-09-02 9:53 AM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Cc: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 
<ghazal.eland@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 
These revisions look great. 


We have a few very minor edits (e.g. small word addition on industry page in order to align with 
regulations) but do not plan any substantial changes. 


For next steps, we will seek program (HPSEB) director approval tomorrow, followed by MHPD DG 
approval. In the meantime, we’ve shared with our policy and clinical colleagues who previously were 
consulted/inputted. 


As in the past, we appreciate BSEIMS or CPAB will coordinate French translations. 


More to come shortly, 
Paul 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-01 5:05 PM 

To: Leclerc, Celine (HC/SC) <celine.jeclerc@canada.ca>; Smith, J Mark (HC/SC) 
<jmark.smith@canada.ca>; Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 
<ghazal.eland@canada.ca> 

Subject: Vaccine Pages 


Hi all, 


As discussed we can not add text on the audience selection page but we do recommend adding some 
content on the individual pages. Here are the clean pages for your review. Please let us know if you 
have any concerns or changes. 


Thank you! 


Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 

Lisa.Mackay@canada.ca 
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From: Lada-Moldovan, Laura (HC/SC) 


To: Litowitz, Paul (HC/SC) 

Ce: Morrison, Heather (HC/SC); Rose, Jhona (HC/SC) 
Subject: FW: 20-113181 - 818 for / pour: Revise/A réviser 
Date: 2020-11-23 12:30:15 PM 

Attachments: image002.png 


20-113181-818 Memo to ADM Vaccine Reporting Webpage 2020-10-16 revised.docx 


Hi Paul, 


FY| — we are still awaiting feedback from Sophie. In the meantime, please find enclosed revised BN and 
response, based on comments received from Heather and Jhona. The portion in red is the only 
addition to the BN. 


The current Report a side effect webpage is the result of the revision made in November 2019 to 
simplify the reporting of side effect per product category and to incorporate the mandatory reporting 
requirements from hospitals. Following this change, Health Canada received complaints from the BC 
province, mainly regarding the term used when referring to “routine” immunization programs, noting 
that what is considered “routine” in one province or territory may not be “routine” in another. For 
instance, Quebec provincial law requires that all adverse events following immunization for any 
vaccines be reported to the local public health units, whereas other provinces and territories have a 
narrower list of vaccines required to be reported to local public health units. 

The main objective with the changes proposed to this webpage is to streamline the vaccine reporting 
process through PHAC’s P/T AEFI reporting process, as opposed to Health Canada’s reporting 
mechanism. This will align with the current process for other stakeholders, such as health care 
providers, while consumers will be encouraged to share their vaccine adverse event with a health 
professional, who can report via PHAC’s P/T AEFI mechanism on their behalf. 


The current Briefing Note accounts for how any adverse reaction reports for vaccines administered 
outside the routine immunization schedules (e.g., diagnostic vaccines, therapeutic vaccines, etc.) 
received by PHAC from P/Ts will be redirected to Health Canada, for appropriate action. This specific 
mention is captured to highlight the different scopes with respect to vaccine products between 
HC/PHAC: 
- HC’s mandate includes monitoring the safety and efficacy of all vaccines 
- PHAC’s mandate includes monitoring mainly preventative vaccines (i.e., vaccines administered 
within the routine immunization schedules. Vaccines administered outside the routine 
immunization schedules (e.g., diagnostic vaccines, therapeutic vaccines, etc.) are not within 
PHAC’s mandate. However, PHAC agreed to redirect any reports they received on therapeutic 
vaccines. 


With respect to concerns regarding Health Canada sharing vaccine reports with PHAC: 

- The Bureau of Biologics, Radiopharmaceutical and Self-Care Products (BBRS) of MHPD and the 
Public Health Agency of Canada have a well established process for sharing information in a 
monthly basis for all vaccines and weekly basis during influenza season for influenza vaccines. 
Aggregate data and the summary of the causality assessment of these reports are also shared 
with the provinces and territories. 

- For urgent safety signal, an alert system is in place, managed by the Public Health Agency of 
Canada, to notify all members of the Vaccine Vigilance Working Group (Health Canada, the 
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provinces and territories and other federal government including RCPM, DND, ISC and CSC). 
This alert system is designed to inform other members if a safety signal has been identified and 
requires immediate attention/action by other members. 

- AStandard Operating Procedure on Signal Response Protocol between Health Canada and the 
Public Health Agency of Canada is being developed with a Common Core Issues Management 
Process for COVID-19 Vaccines. This document will highlight the roles and responsibilities, 
management of the signal response, regulatory intervention and communication plan. 


Thanks, 
Laura 


From: Rose, Jhona (HC/SC) <jhona.rose@canada.ca> 

Sent: 2020-11-23 9:04 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Morrison, Heather (HC/SC) 
<heather.morrison@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: FW: 20-113181 - 818 for / pour: Revise/A réviser 


Hello Laura, 

Please see below. Waiting for comments/suggestions from Sophie. My edits are 
in purple texts. 

Jhona 


From: Rose, Jhona (HC/SC) 

Sent: 2020-11-22 11:16 PM 

To: Sommerer, Sophie (HC/SC) <sophie.sommerer@canada.ca> 
Subject: RE: 20-113181 - 818 for / pour: Revise/A réviser 


Hello Sophie, 

Please let me know if you have any comments/suggestions. My edits are below 
with added texts in purple. 

Thanks, 

Jhona 


From: Lada-Moldovan, Laura (HC/SC) <laura. lada-moldovan@canada.ca> 
Sent: 2020-11-22 2:05 PM 

To: Rose, Jhona (HC/SC) <jhona.rose@canada.ca>; Morrison, Heather (HC/SC) 
<heather.morrison@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <pauLlitowitz@canada.ca> 

Subject: RE: 20-113181 - 818 for / pour: Revise/A réviser 


Hi Jhona, 


No worries, it is indeed busier times than normal! Thank you for reaching out to Sophie and sharing her 
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comments, this is helpful, along with Heather’s! 
Can you please review the following updated proposed response: 


The current Report a side effect webpage is the result of the revision made in November 2019 to 
simplify the reporting of side effect per product category and to incorporate the mandatory reporting 
requirements from hospitals. Following this change, Health Canada received complaints from the 
provinces regarding the use of “routine” immunization programs and noting that what's “routine” in 
one province or territory may not be “routine” in another. The issue around reporting from Consumer, 
Hospitals and Health Care Provider to the Canada Vigilance Program was also a concerned since, for 
example, Quebec law demands that all adverse event following immunization for any vaccines is to 
report to the local public health. arpting reporte choose the health-predtuctthey-wist-to 


a a im a aa eo eee ne ae eee A = es fore fhh af 
WO a I U w G Vie Y . 
Dp 


The main objective with the changes proposed to this webpage is to streamline the vaccine reporting 
process through PHAC’s P/T AEFI reporting process, as opposed to Health Canada’s reporting 
mechanism. This will align with the current process for other stakeholders, such as health care 
providers, while consumers will be encouraged to share their vaccine adverse event with a health 
professional, who can report via PHAC’s P/T AEFI mechanism on their behalf. 


The current Briefing Note accounts for how any adverse reaction reports for vaccines administered 
outside the routine immunization schedules (e.g., diagnostic vaccines, therapeutic vaccines, etc.) 
received by PHAC from P/Ts will be redirected to Health Canada, for appropriate action. This specific 
mention is captured to highlight the different scopes with respect to vaccine products between 
HC/PHAC: 
- HC’s mandate includes monitoring the safety and efficacy of all vaccines 
- PHAC’s mandate includes monitoring mainly preventative vaccines (i.e., vaccines administered 
within the routine immunization schedules. Vaccines administered outside the routine 
immunization schedules (e.g., diagnostic vaccines, therapeutic vaccines, etc.) are not within 
PHAC’s mandate. However, PHAC agreed to redirect any reports they received on therapeutic 
vaccines. 


With respect to concerns regarding Health Canada sharing vaccine reports with PHAC: 

- The Bureau of Biologics, Radiopharmaceutical and Self-Care Products (BBRS) of MHPD and the 
Public Health Agency of Canada have a well established process for sharing information in a 
monthly basis for all vaccines and weekly basis during influenza season for influenza vaccines. 
Aggregate data and the summary of the causality assessment of these reports are also shared 
with the provinces and territories. 

- For urgent safety signal, an alert system is in place, managed by the Public Health Agency of 
Canada, to notify all members of the Vaccine Vigilance Working Group (Health Canada, the 
provinces and territories and other federal government including RCPM, DND, ISC and CSC). 
This alert system is designed to inform other members if a safety signal have been identified 
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and required immediate attention/action by other members. 

- A Standard Operating Procedure on Signal Response Protocol between Health Canada and the 
Public Health Agency of Canada is being developed with a Common Core Issues Management 
Process for COVID-19 Vaccines. This document will highlight the roles and responsibilities, 


From: Rose, Jnona (HC/SC) <jhona.rose@canada.ca> 
Sent: 2020-11-22 1:26 PM 


To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Morrison, Heather (HC/SC) 
< ci anada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Subject: RE: 20-113181 - 818 for / pour: Revise/A réviser 


Hello Laura, 

| forwarded Sophie’s comments/suggestions. Please incorporate her suggestions. 
Happy to review your draft once it is completed. 

Sorry, too many competing priorities last week and this coming week. 

Thanks, 

Jhona 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-11-22 1:21 PM 

To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Rose, Jhona (HC/SC) 
<jhona.rose@canada.ca> 


Ce: Litowitz, Paul (HC/SC) <pauLlitowitz@canada.ca> 
Subject: RE: 20-113181 - 818 for / pour: Revise/A réviser 
Hi Jhona, 


Did you have a chance to consider the below request? Hoping to be able to submit a response back by 
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Tuesday to DGO, given the urgency in finalising this file. 


>Thanks, 
Laura 


From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-11-19 4:34 PM 

To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Rose, Jhona (HC/SC) 
<jhona.rose@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul litowitz nada.ca> 

Subject: RE: 20-113181 - 818 for / pour: Revise/A réviser 


That is interesting, thanks for sharing Heather, and for proposing your additions! 
Looking forward to receiving Jnona’s as well. 


Thanks again, 
Laura 


From: Morrison, Heather (HC/SC) <heather.morrison@canada.ca> 

Sent: 2020-11-19 4:19 PM 

To: Lada-Moldovan, Laura (HC/SC) <jaura.lada-moldovan@canada.ca>; Rose, Jnona (HC/SC) 
<j nada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: RE: 20-113181 - 818 for / pour: Revise/A réviser 


Hi Laura, 


| have modified some text but think that Jnona will need to review it because | am making statements 
about BBRS which may/may not be accurate. We had a meeting this morning and it was determined (in 
one particular case, but will need to be reviewed for additional circumstances) that copies of reports 
may be forwarded to PHAC. There is section in the Privacy Act that makes reference to sharing 
information “for consistent use” which may cover these instances, particularly because if the AEFI had 
been reported correctly it would have ended up with PHAC and the province to start with. 


There are a number of issues that are yet to be addressed however | think what is below should 


pnd 


address Supriya’s first question. | can not comment on the question. 


Thank you, 
Heather 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-11-19 2:18 PM 
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To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Rose, Jhona (HC/SC) 
<jhona.rose@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <pauLlitowitz@canada.ca> 

Subject: FW: 20-113181 - 818 for / pour: Revise/A réviser 


Hi Heather and Jhona, 


Can you please consider the below comments received from ADMO and help us respond? 
Thanks, 
Laura 


Proposed response: 

The main objective with the changes proposed is to streamline the vaccine reporting process through 
PHAC’s P/T AEFI reporting process, as opposed to Health Canada’s reporting mechanism. This will align 
with the current process for other stakeholders, such as health care providers, while consumers will be 
encouraged to share their vaccine adverse event with a health professional, who can report via PHAC’s 
P/T AEFI mechanism on their behalf. 


It is important to note the different responsibilities between HC and PHAC for vaccine reports: 
- All vaccine reports fall within HC’s mandate 
- Only preventative vaccines (i.e., vaccines administered within the routine immunization 
schedules) are within PHAC’s mandate (vaccines administered outside the routine 
immunization schedules (e.g., diagnostic vaccines, therapeutic vaccines, etc.)are not within 
PHAC’s mandate) 


This explains why the current Briefing Note accounts for how any adverse reaction reports for vaccines 
administered outside the routine immunization schedules (e.g., diagnostic vaccines, therapeutic 
vaccines, etc.) received by PHAC from P/Ts will be redirected to Health Canada, for appropriate action. 


sharing vaccine reports with PHAC: 
- BBRS will alert PHAC to any fatal influenza/ COVID-19 vaccine reports received by HC (Jhona — do 
you have any criteria for when you alert PHAC beyond at the weekly meetings?) 

- BBRS will refer copies of reports to PHAC as requested by PHAC (Jhona — please correct this if | 
am wrong. It wouldn’t be all vaccine reports, but only those of interest) 

- Referring them to PHAC would increase risks to count the report twice which has been 
addressed by BBRS keeping track of which reports have had a copy forwarded to PHAC (Jhona 
~ will BBRS be keeping track of which reports have been referred?) 

- HC shares aggregates of reports with PHAC via BBRS, and vice-versa 

o It is difficult to impose to PHAC a certain timeframe within which they should share 
reports with HC, because these reports are dependent on when PTs share these with 
PHAC 

o Jhona: do you have an idea of the timeline taken by PHAC to share these reports with 
HC once available to PHAC? Does PHAC do a preliminary check to send urgent reports 
to HC expeditely, that may require regulatory actions? If no preliminary screening, 
would this be possible to clarify in PHAC’s SOP the timeline the window PHAC has to 
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re-direct therapeutic vaccine reports to HC? 
Comments/input welcome on the above proposed response. 


Thanks, 
Laura 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Sent: 2020-11-19 11:04 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca> 

Cc: Nguyen, David (HC/SC) <david.nguyen@canada.ca> 

Subject: FW: 20-113181 - 818 for / pour: Revise/A réviser 


Hi, 
Please review Supriya’s comments below: 


October 27--ADMO revisions _—— 


SMA comments: 

| think it makes sense to try and funnel all the AERs for preventative vaccines that are part of schedules 
through one mechanism. The BN refers to the process if PHAC gets AERs for therapeutic vaccines, but 
doesn’t talk about how we would refer vaccine AERs to the public health system if we receive them. | 
would think that would be the greater risk since people may be accustomed to reporting through HC 
prior to the clarification. 


Also, beyond this immediate period of time when we’re looking at “real-time” assessment of AERs, the 
question had been previously that public health gathers and aggregates information potentially ona 
longer timeframe, so for other vaccines, are we sure we have a system in place to identify “urgent” 


AAERs that may come up that require immediate regulatory intervention? 


Supriya 


Thanks, 
Sandra 


From: Sophea Thin <sophea.thin@hc-sc.gc.ca> 

Sent: 2020-11-19 10:51 AM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca>; Canada Vigilance (HC/SC) 

<he. canada. vigilance.sc@canada.ca>; Cote2, Annick (HC/SC) <annick.cote2@canada.ca>; Khan, Emran 
(HC/SC) <emran.khan@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Subject: 20-113181 - 818 for / pour: Revise/A réviser 


B+ com. Sit Canada 
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Audit Trail / Suivi de vérification 
Branch Correspondence / Correspondance des directions générales 


Subject / Sujet: 20-113181 - 818 for / pour: Revise/A réviser 


20-113181 - 818 


HPFB-MHPD-DGO Organization/Organisme 
HPFB-MHPD-MHPSEIB 
Person/Personne Le 


Sandra PasquierHC-SC/GCICA 


Sophea Thin/HC-SC/GC/CA 


Document Status / Statut du dossier: Open/Ouvert 
Action / Intervention: Revise/A réviser 


Comment / Commentaires: 
Please see SMA comments for revsions. Thanks Sophea. 


Here is the link to document / Voici le lien au document: Gl 


The documents provided to you may contain personal information. 
If you have received these documents in error, notify the MECS-USER-SUPPORT group immediately. 


Les documents qui vous sont fournis peuvent contenir des renseignements personnels. 
Si vous avez regu ces documents par erreur, avisez immédiatement le groupe courriel des MECS-USER-SUPPORT. 


Created By / Créé par: Sophea Thin 
Date Caer otec le eee Ee 
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From: Kay, Catherine (HC/SC) 


Sent: 2020-11-26 06:26 AM 
To: Leclerc, Celine (HC/SC) 
Subject: FW: VERY URGENT - Update: MECS #20-113181-818 MtADM - 


Concurrence (Vaccine reporting webpage) 


Some background... 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-25 8:17 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, Heather (HC/SC) <heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting 
webpage) 


Thanks all, 


I’ve let ADMO that more time is needed. Tomorrow we can determine a realistic schedule and then 
communicate up. 


C 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-25 7:34 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Cc: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting 
webpage) 


Thanks Paul. That is very helpful that phac has already okayed the content. E can try to figure out 
versions, what is new content and what still needs translation tomorrow morning. To note | was told 
that we need to build in an extra 48 hours into our process as Final English and French will need to go 
to MO and PCO for review and they need 48hrs (business days) to review. 


So it does not sound like we can get it out before next week at the earliest. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 7:16 PM, Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> wrote: 


Hello, 

There may be some confusion. The initial webpages were all translated (by us). CPAB 
made some plain language edits and CPAB suggested that they could do those additional 
translations. So the initial work is complete and only translation updates are required. 
Hopefully that won’t take much time. 


CPAB should have the original webpage translations please let us know if they need. 


The AE reporting pathway table can be translated quickly and if needed by us tomorrow 
morning. 


PHACs vaccine vigilance working group (among other stakeholders), reviewed and 
concurred with the web page edits. 


Thanks, 
Paul 


Sent from my iPhone 


On Nov 25, 2020, at 6:32 PM, Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 


Thanks Catherine. 


On Nov 25, 2020, at 6:10 PM, Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> wrote: 


Hi 


We can try for sooner but | just can’t make guarantees. CPAB 
has a lot on their plate right now that is for the next few days. 
They may need to touch base to determine which of the 
priorities are most important. 


CPAB in theory could provide the translation of the words for 
the diagram and will translate the long description as well but 
would not be in charge of creating the diagram ( as the boxes 
would be different sizes because French text is always longer). 


As well, we will need to let them know if Phac has approved 
the content. 


| hope this helps. Please let me know if you would like to 
discuss further. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 5:34 PM, Simon, Craig 
(HC/SC) <craig.simon@canada.ca> wrote: 


Thanks Catherine, 


While noon tomorrow seems to be out of the 
question, CPAB may (probably) be asked to give 
this a higher priority so that it is posted sooner 


than the suggested Fh ygth 


We do not want to be the hold-up. Based on 
your message, MHPD is expected to provide the 
French version of the diagram, even thought we 
are not doing the translation. Within MHPD, 
who is responsible for that? Is there anything 
else we need to provide to CPAB? 


Thanks, 
Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 

Sent: 2020-11-25 5:27 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <jaura.lada- 
moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20- 
113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 
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That would be correct. 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 5:20 PM 

To: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20- 
113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 
| don’t know the answer to your questions, 


However, with respect to the ADM’s question 
about posting by noon tomorrow, CPAB’s 
answer appears to be negative. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 

Sent: 2020-11-25 5:14 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20- 
113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Craig, 
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Has this been reviewed and approved by PHAC 
(adverse events following immunization group 
(e.g. Nicolas Gilbert) as well? 

Also, we will need the pathway of adverse 
events diagram that is in all of the pages in 
French. 

CPAB has indicated that they are able to work 
on this but not right away due to some other 
urgencies. They could work on translation early 
next week, coding would take place later that 
week and with the pages going live around the 


7" or 8t. Does this timeline work? 


Please let me know if you have any questions or 
concerns. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 5:01 PM 

To: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <Jaura.lada- 
moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Cc: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20- 
113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| seem to recall some mention of CPAB 
involvement in the updates to these web pages. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 4:51 PM 
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To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20- 
113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi, 


My team received the documents for translation 
at 4:30. We are currently trying to determine 
how best to proceed. CPAB carries out the 
translation when they had a hand in developing 
the content or update. | do not believe that they 
were involved in any plain language of the 
current web pages updates and therefore would 
not be responsible for the translation. Let me 
check a couple of options and get back to you. 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 4:42 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca>; Kay, Catherine 
(HC/SC) <catherine.kay@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 
Subject: VERY URGENT - Update: MECS #20- 
113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Good evening, 


Please see ADMO’s question below about 
timing of posting and provide an update as soon 
as possible. 


Thanks, 
Craig 
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From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Sent: 2020-11-25 4:22 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 

Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Subject: RE: Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting 
webpage) 


Hi Craig, 


| think | saw an email that the webpages were 
being sent to CPAB for translation. Do you know 
if that has happened? 


Thanks, 
Thanh 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Sent: 2020-11-25 1:10 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca> 

Cc: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Subject: RE: Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting 
webpage) 


Hi ~ Any idea when CPAB is able to make these 
pages go live? Pierre is wondering if it’s doable 
before the vaccine tech briefing happening with 
Supriya and Dr. Njoo tomorrow noon-ipm.... 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca> 

Sent: 2020-11-24 5:18 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca> 

Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Subject: RE: Update: MECS #20-113181-818 
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MtADM - Concurrence (Vaccine reporting 
webpage) 


Thank you! 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Sent: 2020-11-24 4:28 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca> 

Subject: RE: Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting 
webpage) 


This is coming back down through Briefing, but 
just to let you know that it’s approved © 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca> 

Sent: 2020-11-24 3:56 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca> 

Subject: RE: Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting 
webpage) 


Thanks for checking Melissa, 


Yes this are good to go - and should help 
simplify reporting for “outsiders”. Please let 
Pierre know that we hav addressed Supriya’s 
comments. Thanks, Kelly 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Sent: 2020-11-24 3:53 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca> 

Subject: FW: Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting 
webpage) 


Hi — Just wanted to quickly check in to confirm 
that you are still comfortable with this going to 
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Pierre for approval today, and that no 
adjustments are necessary based on the flu ADR 
discussions? | notice these pages link to the 
Vaccines and Immunization home page, which is 
good. Lots of good info there....although not 
sure how easy it is to find for an outsider! 


Melissa 


From: Racine, Natalie (HC/SC) 
<natalie.racine@canada.ca> On Behalf Of HPFB 
Briefing / Informations DGPSA (HC/SC) 

Sent: 2020-11-24 9:24 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Cc: HPFB Briefing / Informations DGPSA (HC/SC) 
<he.hpfb.briefing- 
informations.dgpsa.sc@canada.ca> 

Subject: Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting 
webpage) 


Good Morning Melissa, 


Please find revised Memo. | 
have attached the Clean and 
Track Change version for ease of 
reference. 


Thank you, 
Nat 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Sent: 2020-11-19 10:34 AM 

To: Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 
Cc: HPFB Briefing / Informations DGPSA (HC/SC) 
<he.hpfb.briefing- 
informations.dgpsa.sc@canada.ca> 

Subject: RE: Request for update: MECS #20- 
113181-818 (Vaccine reporting webpage) 
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Hi Thanh, 

| sent back comments from Supriya via HPFB 
Briefing on October 27 (see attached). Did 
these reach MHPD? 


Melissa 


From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Sent: 2020-11-19 10:26 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Subject: Request for update: MECS #20-113181- 
818 (Vaccine reporting webpage) 

Importance: High 


Hi Melissa, 


Can | please get an update on the memo to the 
ADM regarding changes to the vaccine reporting 
webpages? 


The revisions to the vaccine webpages will 
ensure that accurate information appears 
online, improve clarity of vaccine reporting 
instructions and facilitate adverse reaction 
reporting. We need to have the information 
updated ASAP as flu season is emerging and we 
want to ensure stakeholders are well informed 
of their regulatory requirements for reporting of 
vaccine adverse events. In addition, we need to 
have this information ready for vaccines related 
to COVID-19. 


We had requested HPFB ADM concurrence by 
October 30, 2020. Please let us know if you 
need any information. 


Thanks, 
Thanh 
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ATIA-16(2)(c) 


From: Nguyen, David (HC/SC) 

To: Morrison, Heather (HC/SC); Litowitz, Paul (HC/SC); Lada-Moldovan, Laura (HC/SC) 

Cc: Pasquier, Sandra (HC/SC) 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel que demandé 
Date: 2020-09-22 10:05:21 AM 

Attachments: image002.png 


a r 5 ats AA 


Ok this needs to be clear in the BN — Paul/Laura....it’s clear now that there is a nuance that has 
not been articulated widely so this is not common knowledge and should be. 


We also need to question why this is the case and check our regulations/processes why this 
separation was made or it actually wasn’t made. Basically, we just need to double check 
everything. 


David Nguyen 


Health Canada / Government of Canada 


david. nguyen@canada.ca/ Mobile : 613-286-4119 


Santé Canada / Gouvernement du Canada 


david. nguyen@canada.ca / Cellulaire : 613-286-4119 


From: Morrison, Heather (HC/SC) <heather.morrison@canada.ca> 

Sent: 2020-09-22 10:02 AM 

To: Nguyen, David (HC/SC) <david.nguyen@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel 
que demandé 


Hi David, 


Most vaccines are used as prevention. Only a few are used for diagnosis (e.g. tuberculin) and 
treatment (e.g. rabies.). 


Heather 


From: Nguyen, David (HC/SC) <david. nguyen@canada.ca> 

Sent: 2020-09-22 10:00 AM 

To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Litowitz, Paul (HC/SC) 

<paul litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel 
que demandé 


ATIA-16(2)(c) 


Heather — if vaccines are not used for treatment/diagnosis then what are they used for ? 


David Nguyen 


Health Canada / Government of Canada 


david.nguyen@canada.ca/ Mobile : 613-286-4119 


Santé Canada / Gouvernement du Canada 


david. nguyen@canada.ca / Cellulaire : 613-286-4119 


PIN/NIP: Jn 


From: Morrison, Heather (HC/SC) <heather.morrison@canada.ca> 

Sent: 2020-09-22 9:29 AM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
van@canada.ca> 


Cc: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca>; Nguyen, David (HC/SC) 
id. n nada.ca> 
Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel 


que demandé 


We were consulted prior to the previous version being posted, and then at a meeting about BC’s 
concerns, but not regarding the text modification on the website. Main concern was the change in 
meaning of what was to be reported to HC from the original around routine immunization. 


| think there is an error in text too... included “unless used as for diagnosis or treatment” need to 
remove either “as” or “for”.....sorry about that. 


Thanks 


Heather 


From: Litowitz, Paul (HC/SC) <paulLlitowitz@canada.ca> 

Sent: 2020-09-22 9:23 AM 

To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Lada-Moldovan, Laura (HC/SC) 
<laura.lada-moldovan@canada.ca> 

Ce: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca>; Nguyen, David (HC/SC) 
<david.nguyen@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Te!l 
que demandé 


Thanks for your comments Heather. They look good to me, sorry that you were not consulted on the 
BN. | believe ARMIS was concerning the main content — the web pages. 


Laura, do you have any cancerns? If not could you please include in the revised version? 
Thanks, Paul 
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From: Morrison, Heather (HC/SC) <heather.morrison@c > 

Sent: 2020-09-22 9:19 AM 

To: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 

Cc: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires coordinateurs F.SC 
<he.mhpdhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca>; HC.F 
MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel 
que demandé 


Hi, 
Sorry- sending to all as | don’t now who is responding to this request. 


I’ve reviewed the document and noticed that there isn’t any reference to ARs to vaccines used for 
diagnosis and treatment which are to be reported to Health Canada and always have been even prior 
to vaccines from MAHs being reported to CVP in 2011. 


| have made changes to the document to reflect the vaccines used for diagnosis and treatment. Feel 
free to modify, as needed. 


| do think it is important to differentiate between the types of vaccines as this document just 
generalizes for all vaccines when in fact they are not treated the same way in terms of AR/AEFI 
reporting. 


Heather 


From: Pinard, Mike (HC/SC) <mike.pinard@canada.ca> 

Sent: 2020-09-22 8:30 AM 

To: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 

Cc: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires coordinateurs F.SC 
<he.mhpdhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca>; HC.F 
MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca> 

Subject: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel que 
demandé 


Hi HPSEB, 


Back to you to accept DGO pages and load a new clean version into MECS as noted by Craig below. 
Audit to follow. 


Thanks 


Mike 


From: Simon, Craig (HC/SC) 
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Sent: 2020-09-22 8:25 AM 

To: Robinson2, Kelly (HC/SC) 

Cc: HC.F MHPD Action Requests F.SC 

Subject: RE: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Thanks Kelly, 


@Mike —| have added Kelly’s change in the attached in track changes. Once the program area accepts 
and makes a clean version, this can be considered DG approved. 


Thanks, 
Craig 


From: Robinson2, Kelly (HC/SC) <kelly.robinson2 @canada.ca> 

Sent: 2020-09-21 6:46 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Ce: HC.F MHPD Action Requests F.SC <MHPD_ Action _Requests@canada.ca> 

Subject: RE: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi Craig, | think the document reads well and | agree with your changes. | would suggest one addition, 
the concept of facilitating the process for all vaccines including COVID vaccines is introduced in the 
recommendation (highlighted text). | would include this earlier as well. 


RECOMMENDATIONS: 

The updated vaccine reporting instructions clarify established procedures and facilitate 
the adverse reaction reporting process for vaccines, including adverse events 
associated with COVID-related vaccines once marketed. Further, updating vaccine 
adverse reaction information on the Health Canada web site demonstrates the 
Department’s openness to collaborate and address stakeholder concerns. The 
proposed revisions do not affect COVID-related initiatives. 


For example: 

The proposed revisions do not impact COVID-related initiatives, nor interfere with 
current established procedures. Rather, the revisions to Health Canada’s web site 
content align reporting mechanisms with PHAC’s P/T AEFI reporting process, and aim 
to increase clarity, in order to facilitate the adverse reaction reporting process for all 
vaccines including COVID-related vaccines. 


Let me know if you would like to discuss or have any concerns. If you are in agreement, this can be 
considered approved with these additional changes. 


Thanks, Kelly 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Sent: 2020-09-21 6:18 PM 
To: Robinson2, Kelly (HC/SC) <kelly.robinson2@canada.ca> 


Cc: HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca> 
Subject: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi Kelly, 


Please find attached for your approval (or comment) a memo to the ADM regarding some needed 
changes to the vaccine reporting webpage. | had previously provided comments. Comments/responses 
are in the track changes version. The approval slip and attachments to the memo (clean and track 
changes test of the various web pages) are also attached to this email. 


Thanks, 
Craig 


From: Thin, Sophea (HC/SC) <sophea.thin@canada.ca> 

Sent: 2020-09-18 4:04 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Ce: HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca 

Subject: Craig for your review - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


From: Sandra Pasquier <sandra.pasquier@hc-sc.gc.ca> 
Sent: 2020-09-18 3:32 PM 


To: Pinard, Mike (HC/SC) <mike.pinard@canada.ca>; Thin, Sophea (HC/SC) <sophea.thin@canada.ca>; 
Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Subject: 20-113181 - 818 for / pour: As Requested/Tel que demandé 


ia Canets Canes 


Audit Trail / Suivi de vérification 
Branch Correspondence / Correspondance des directions générales 


Subject / Sujet: 20-113181 - 818 for / pour: As Requested/Tel que demandé 


20-113181 - 818 
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HPFB-MHPD-MHPSEIB Organization/Organism 2020-09-18 
HPFB-MHPD-DGO. : 
Sandra Pasquier/HC-SC/GC/GA Person/Personn 
Mike Pinard/HC-St 


Document Status / Statut du dossier: Open/Ouvert 
Action / Intervention: As Requested/Tel que demandé 


Comment / Commentaires: 
Hi DGO, HPSEB revised comments attached. Thx, Sandra 


Here is the link to document / Voici le lien au document: 4. 


The documents provided to you may contain personal information. 
If you have received these documents in error, notify the MECS-USER-SUPPORT group immediately. 


Les documents qui vous sont fournis peuvent contenir des renseignements personnels. 
Si vous avez regu ces documents par erreur, avisez immédiatement le groupe courriel des MECS-USER-SUPPORT. 


Created By / Créé par: Sandra Pasquier 
Date Created / Créé le: 2020-09-18 
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From: Kay, Catherine (HC/SC) 


Sent: 2020-11-26 06:26 AM 
To: Leclerc, Celine (HC/SC) 
Subject: FW: VERY URGENT - Update: MECS #20-113181-818 MtADM - 


Concurrence (Vaccine reporting webpage) 


Further background 


From: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Sent: 2020-11-25 6:30 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting 
webpage) 


Hey you, 


Another things to flag is that Final English and French will need to go to MO and PCO for review and 
they need 48hrs (business days) to review. Appreciate the urgent translation help though. Once we 
have final Eng and French | can flag to MO and PCO to start the clock. 


Thanks! 


Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications numériques 
Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 

Lisa, Mackay@canada.ca 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-25 6:24 PM 

To: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Subject: Fwd: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


See below. My team should be able to help with making tracked versions and translation Will let you 
know more tomorrow. 


Catherine 


Sent from my iPhone 


Begin forwarded message: 


From: "Watson2, Heather (HC/SC)" <heather.watson2 @canada.ca> 

Date: November 25, 2020 at 6:11:28 PM EST 

To: "Kay, Catherine (HC/SC)" <catherine.kay@canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Danelle can do that. 


Asmahan can send for urgent translation. Want to be as helpful to HPSEB as possible but 
| am going to have to speak to my colleagues about web process and the timelines. | 
have Lisa working on another urgent page. 


Sent from my iPhone 


On Nov 25, 2020, at 6:02 PM, Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> wrote: 


All good. | knew you were busy with something else. We may need to go 
that route of urgent translation. Part of the problem is that Lisa needs to go 
through what was provided and she is swamped. Jonathan is off the next 
few days do she is on her own plus j Mark is off. 

On top of this we did not get the tracked version so someone needs to go 
through all the pages and create the tracked version. Lisa said she can do 
her part over the weekend but | don’t know if that is soon enough. Let me 
know if you want to discuss further. 


Sent from my iPhone 


On Nov 25, 2020, at 5:37 PM, Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> wrote: 


Sorry Catherine | was working on something else-let me 
know what | can do. We do have a contract for urgent 
translations 


Sent from my iPhone 


On Nov 25, 2020, at 5:26 PM, Kay, Catherine 
(HC/SC) <catherine.kay@canada.ca> wrote: 


That would be correct. 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 5:20 PM 

To: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <jaura.lada- 
moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20- 
113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 
| don’t know the answer to your questions, 


However, with respect to the ADM’s question 
about posting by noon tomorrow, CPAB’s 
answer appears to be negative. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 

Sent: 2020-11-25 5:14 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20- 
113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Craig, 


Has this been reviewed and approved by PHAC 
(adverse events following immunization group 
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(e.g. Nicolas Gilbert) as well? 

Also, we will need the pathway of adverse 
events diagram that is in all of the pages in 
French. 

CPAB has indicated that they are able to work 
on this but not right away due to some other 
urgencies. They could work on translation early 
next week, coding would take place later that 
week and with the pages going live around the 


th or gth, Does this timeline work? 


Please let me know if you have any questions or 
concerns. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 5:01 PM 

To: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20- 
113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| seem to recall some mention of CPAB 
involvement in the updates to these web pages. 


Craig 


<catherine.kay@canada.ca> 

Sent: 2020-11-25 4:51 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada- 
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moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20- 
113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi, 


My team received the documents for translation 
at 4:30. We are currently trying to determine 
how best to proceed. CPAB carries out the 
translation when they had a hand in developing 
the content or update. | do not believe that they 
were involved in any plain language of the 
current web pages updates and therefore would 
not be responsible for the translation. Let me 
check a couple of options and get back to you. 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 4:42 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca>; Kay, Catherine 
(HC/SC) <catherine.kay@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 
Subject: VERY URGENT - Update: MECS #20- 
113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Good evening, 


Please see ADMO’s question below about 
timing of posting and provide an update as soon 
as possible. 


Thanks, 
Craig 


From: Vu, Thanh (HC/SC) 


<thanh.vu@canada.ca> 
Sent: 2020-11-25 4:22 PM 
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To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 

Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Subject: RE: Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting 
webpage) 


Hi Craig, 


| think | saw an email that the webpages were 
being sent to CPAB for translation. Do you know 
if that has happened? 


Thanks, 
Thanh 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Sent: 2020-11-25 1:10 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca> 

Cc: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Subject: RE: Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting 
webpage) 


Hi — Any idea when CPAB is able to make these 
pages go live? Pierre is wondering if it’s doable 
before the vaccine tech briefing happening with 
Supriya and Dr. Njoo tomorrow noon-ipm.... 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 

Sent: 2020-11-24 5:18 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca> 

Cc: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Subject: RE: Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting 
webpage) 


Thank you! 


Page: 85 of/de 458 
A2022001233 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Sent: 2020-11-24 4:28 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca> 

Subject: RE: Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting 
webpage) 


This is coming back down through Briefing, but 
just to let you know that it’s approved © 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca> 

Sent: 2020-11-24 3:56 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca> 

Subject: RE: Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting 
webpage) 


Thanks for checking Melissa, 


Yes this are good to go - and should help 
simplify reporting for “outsiders”. Please let 
Pierre know that we hav addressed Supriya’s 
comments. Thanks, Kelly 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Sent: 2020-11-24 3:53 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca> 

Subject: FW: Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting 
webpage) 


Hi — Just wanted to quickly check in to confirm 
that you are still comfortable with this going to 
Pierre for approval today, and that no 
adjustments are necessary based on the flu ADR 
discussions? | notice these pages link to the 
Vaccines and Immunization home page, which is 
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good. Lots of good info there....although not 
sure how easy it is to find for an outsider! 


Melissa 


From: Racine, Natalie (HC/SC) 
<natalie.racine@canada.ca> On Behalf Of HPFB 
Briefing / Informations DGPSA (HC/SC) 

Sent: 2020-11-24 9:24 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Cc: HPFB Briefing / Informations DGPSA (HC/SC) 
<he.hpfb.briefing- 
informations.dgpsa.sc@canada.ca> 

Subject: Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting 
webpage) 


Good Morning Melissa, 


Please find revised Memo. | 
have attached the Clean and 
Track Change version for ease of 
reference. 


Thank you, 
Nat 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Sent: 2020-11-19 10:34 AM 

To: Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 
Cc: HPFB Briefing / Informations DGPSA (HC/SC) 
<he.hpfb.briefing- 
informations.dgpsa.sc@canada.ca> 

Subject: RE: Request for update: MECS #20- 
113181-818 (Vaccine reporting webpage) 


Hi Thanh, 

| sent back comments from Supriya via HPFB 
Briefing on October 27 (see attached). Did 
these reach MHPD? 
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Melissa 


From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Sent: 2020-11-19 10:26 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Subject: Request for update: MECS #20-113181- 
818 (Vaccine reporting webpage) 

Importance: High 


Hi Melissa, 


Can | please get an update on the memo to the 
ADM regarding changes to the vaccine reporting 
webpages? 


The revisions to the vaccine webpages will 
ensure that accurate information appears 
online, improve clarity of vaccine reporting 
instructions and facilitate adverse reaction 
reporting. We need to have the information 
updated ASAP as flu season is emerging and we 
want to ensure stakeholders are well informed 
of their regulatory requirements for reporting of 
vaccine adverse events. In addition, we need to 
have this information ready for vaccines related 
to COVID-19. 


We had requested HPFB ADM concurrence by 
October 30, 2020. Please let us know if you 
need any information. 


Thanks, 
Thanh 
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From: Leclerc, Celine (HC/SC) 


Sent: 2020-11-05 10:12 AM 

To: Kay, Catherine (HC/SC) 

Subject: FW: BSEIMS (Oct 30) // For MHPD DG approval: COVID-19 Vaccine web 
content 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-02 4:15 PM 

To: Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca> 

Subject: FW: BSEIMS (Oct 30) // For MHPD DG approval: COVID-19 Vaccine web content 


Sending to you both in the hopes it helps me remember to put this in the tracker © 


From: Watson2, Heather (HC/SC) <heather.watson2@canada.ca> 

Sent: 2020-11-02 9:16 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Mansour, Asmahan (HC/SC) 
<asmahan.mansour@canada.ca> 

Subject: RE: BSEIMS (Oct 30) // For MHPD DG approval: COVID-19 Vaccine web content 


It was already forwarded by DGO but we can keep this in mind after it goes live as an 
addition-not worth holding up the process 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-02 9:10 AM 

To: Mansour, Asmahan (HC/SC) <asmahan.mansour@canada.ca> 

Cc: Watson2, Heather (HC/SC) <heather.watson2@canada.ca> 

Subject: FW: BSEIMS (Oct 30) // For MHPD DG approval: COVID-19 Vaccine web content 


Not sure if this was already approved at DGO.. It was received late... 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Sent: 2020-11-02 8:58 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Subject: FW: BSEIMS (Oct 30) // For MHPD DG approval: COVID-19 Vaccine web content 


Hi Catherine, 
Please find below HPSEB Director approved inputs: 


e The only item | can think of is whether a link should be added to promote Canada Vigilance and 
how to report adverse event. 
Canada Vigilance link 


https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect- 
canada/adverse-reaction-database.html 


To report and adverse event 
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect- 
canada/adverse-reaction-reporting.html 


Thank you, 


Sandra Pasquier 

Assistante exécutive|Executive Assistant 

Bureau de la surveillance des produits de santé et de l’épidémiologie|Health Products Surveillance and 
Epidemiology Bureau 

Direction des produits de santé commercialisés|Marketed Health Products Directorate 

Santé Canada, gouvernement du Canada|Health Canada, government of Canada 
sandra.pasquier@canada.ca 

Tel: 613-793-6142 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-10-30 5:47 PM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Cc: Nguyen, David (HC/SC) <david.nguyen@canada.ca> 

Subject: RE: *For Director review/approval* - FW: BSEIMS (Oct 30) // For MHPD DG approval: COVID- 
19 Vaccine web content 


Hi Sandra, 
Approved. 


Thanks, 
Craig 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Sent: 2020-10-30 12:25 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Ce: Nguyen, David (HC/SC) <david.nguyen@canada.ca> 

Subject: *For Director review/approval* - FW: BSEIMS (Oct 30) // For MHPD DG approval: COVID-19 
Vaccine web content 

Importance: High 


Hi Craig, 


Seeking your review/approval for the following inputs received from DMIS to be added to the document 
COVID-19 vaccination and treatments. Please note that Catherine had sent this request previously on 


October 19", PROS and ARMIS had provided some inputs and they were considered. 


Please note that we were to send our Bureau’s response to Catherine Kay by 10:00 am today, but due 
to tight deadlines, the sections provided their responses and inputs to me not long ago. 


Once approved, | will forward Director email approval as well as our Bureau’s inputs to Catherine. 


® The only item | can think of is whether a link should be added to promote Canada Vigilance and 
how to report adverse event. 
Canada Vigilance link 
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect- 
canada/adverse-reaction-database.html 


To report and adverse event 
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect- 
canada/adverse-reaction-reporting.html 


Thanks, 
Sandra 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-10-29 4:21 PM 

To: HC.F MHPD Directors F.SC <hc.mhpddirectors.sc@canada.ca> 

Cc: HC.F MHPD MC Assistants F.SC <hc.mhpdmcassistants.sc@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 

Subject: FW: BSEIMS (Oct 30) // For MHPD DG approval: COVID-19 Vaccine web content 


Hello, 


The following attached COVID-19 vaccination and treatments content was developed in consultation 
with CPAB, PHAC, the HPFB COVID-19 Regulatory Response Team and MHPD. At this time, BSEIMS is 
soliciting comments from your bureau. 

If you can please let me know if you have any comments on this web page by 10am Friday, October 
30, 2020 it would be much appreciated. We would also appreciate a NIL if applicable. 


Please let me know if you have any questions or concerns. 


Thank you, 


Catherine Kay 


Team Lead, Health Products and Food Branch 
Health Canada, Government of Canada 
catherine.kay@canada.ca /Tel: 613-793-8824 


Chef d’équipe, Direction générale des produits de santé et des aliments 
Santé Canada, Gouvernement du Canada 
catherine. kay@canada.ca/ Tél: 613-793-8824 
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From: Pinard, Mike (HC/SC) <mike.pinard@canada.ca> 

Sent: 2020-10-29 2:49 PM 

To: HC.F MHPD BSEIMS Assistants / DPSC BMSSGI Adjoints F.SC <hc.mhpdbseimsassistants- 
dpscbmssgiadjoints.sc@canada.ca> 

Cc: HC.F MHPD BSEIMS Management / DPSC BMSSGI Gestionnaires F.SC 
<hc.mhpdbseimsmanagement-dpscbhmssgigestionnaires.sc@canada.ca>; HC.F MHPD Action Requests 
F.SC <MHPD Action Requests@canada.ca> 

Subject: BSEIMS (Oct 30) // For MHPD DG approval: COVID-19 Vaccine web content 


BUREAU BSEIMS 
RESPONSE TO BE SENT TO MHPD Action Requests 


BLUE FOLDER FOR DG APPROVAL NECESSARY? 


MECS NUMBER PM 
DUE IN DGO BY 


CONSULTATIONS The "lead" bureau is responsible to include and 


incorporate all relevant information and 
approvals in the final response being submitted 
to DGO. 

Please indicate (via email or MECS) whom your 
bureau has consulted with: (i.e. other MHPD 
Bureaux, a Directorate, Legal Services, ROEB, 
SPB, etc.) 


From: Lehman, Kelly (HC/SC) <kelly.lehman@canada.ca> 

Sent: 2020-10-29 1:51 PM 

To: Robinson2, Kelly (HC/SC) <kelly.robinson2 @canada.ca> 

Cc: Sommerer, Sophie (HC/SC) <sophie.sommerer@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca>; Bettle, Megan (HC/SC) <megan.bettle@canada.ca> 
Subject: For MHPD DG approval: COVID-19 Vaccine web content 


Hi Kelly, 


Please find attached the new web content for vaccinations and treatment. This is a long standing 
project that Heather has been involved in. The attached version has been reviewed and approved by 
Celia and Megan. Following MHPD approval, it will be send to Supriya for approval and an FYI to 
Manon and Pierre. 


Please let me know if you have any questions. 
Kelly 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 
Sent: 2020-10-27 5:40 PM 
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To: Frappier2, Fiona (HC/SC) <fiona.frappier2@canada.ca>; Hansson, Ruth (HC/SC) 

<ruth. hansson@canada.ca> 

Cc: Bettle, Megan (HC/SC) <megan.bettle@canada.ca>; Lehman, Kelly (HC/SC) 
<kelly.lehman@canada.ca>; Privé, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Geraldes, Betty 
(HC/SC) <betty.geraldes@canada.ca> 

Subject: COVID-19 Vaccine - Final Approval 


Hi team, 


Great news — we are finally ready for final formal approvals for these pages!! As soon as we have the 
HC side done PHAC will take care of approvals on their side including DMO, MO and PCO. Could | 
please ask you to route this through approvals if possible by end of day Friday October 30. 


One comment to flag: Sophie Sommerer had added a comment that the pharmacovigilance section 
did not really include PHAC content. We are only aiming to provide high-level post market surveillance 
information for consumers. PHAC does not have an issue with the content that is currently on the 
attached page. 


HC Approvals 


Megan Bettle DG HPFB COVID-19 Regulatory Response (Pending) 

Kelly Lehman Director COVID-19 Regulatory Response (Pending) 

Celia Lourenco DG Biologic and Radiopharmaceutical Drugs Directorate (Pending) 
Sophie Sommerer DG HPFB Marketed Health Products Directorate (Pending) 
Heather Watson Director Marketed Health Products Directorate (Pending) 
Supriya Sharma — HC Chief Medical Advisor (Pending) 

Pierre Sabourin - ADM Health Products and Food Branch (FYI) 

Manon Bombardier - Assoc. ADM Health Products and Food Branch (FYI) 


| will flag this to folks on the CPAB side 

Patrycja Arkuszewski - HC Executive Director Digital Communications CPAB (FYI) 
Marilyne Nahum - A/HC Executive Director Strategic Communications CPAB (FY1) 
Pamela Aung-Thin — A/ADM CPAB (FY1) 


Here is the approved and pending approvals for PHAC and other departments FYI: 
Vanessa Audette — Public Works and Government Services Canada PWGSC (Approved) 
Michéle-Renée Charbonneau — TBS Digital Transformation Office DTO (Approved) 
Mary Beth Baker — Privy Council Office (PCO) (Approved) 

Alexandrine Filion — Innovation, Science and Economic Development ISED (Approved) 
Leah Schnurr — Innovation, Science and Economic Development ISED (Approved) 
Nicolas Gilbert, Manager, Vaccine Safety and Immunization coverage (Approved) 
Patricia Huntly, Immunization Partnership Fund (Approved) 

Patricia Salsbury, Senior Manager, Vaccine Confidence, (Approved) 

Erin Henry, Dir, IPPD (Approved) 

Jennifer Pennock, Dir, SED (Approved) 

Gina Charos, DG CIRID (FYI) 

Laura Russo, Director, CPAB (Pending) 

Cathy Allison, DG, CPAB (Pending) 


Kim Elmslie, VP IDPC (FYI) 

Roman Szumski, ADM, Vaccine Negotiations (FYI) 
DMO (FYI) 

President/CPHO (FYI) 


Thank you — the end is in sight!! 


Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications numériques 
Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 

Lisa.Mackay@canada.ca 


From: Litowitz, Paul (HC/SC) 


To: Kay, Catherine (HC/SC) 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting webpage) 
Date: 2020-11-28 7:34:05 PM 

Thanks you too! 


Sent from my iPhone 


On Nov 28, 2020, at 3:48 PM, Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> wrote: 


Thanks Paul. That is great. Enjoy the rest of your weekend. 
Catherine 


Sent from my iPhone 


On Nov 28, 2020, at 9:24 AM, Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> wrote: 


Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 
Thanks, 

Paul 


Why is this product/guidance document being posted now? 

It is imperative that these changes be posted prior to approval of the first 
COVID vaccine (possibly as early as 7 December) in order to ensure that 
any adverse events are correctly reported for these vaccines. The 
December 2019 changes to Health Canada website introduced partially 
incorrect instructions. The current changes correct this error and make it 
clear that adverse reactions for vaccines should be submitted through 
only one reporting mechanism (i.e., the PHAC’s Provincial/Territorial 
Adverse Event Following Immunization Provincial/Territorial Adverse 
Event Following Immunization (P/T AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The 
updated vaccine reporting instructions clarify established procedures and 
facilitate the adverse reaction reporting process for vaccines, including 
adverse events associated with COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s 
reporting process, as opposed to Health Canada’s reporting mechanism. 
This will align with the current process for other stakeholders, such as 
health care providers. Health professionals (working in a non-hospital 
setting) are required to report to their local health units, as per usual 
established process. Consumers will be encouraged to share their vaccine 
adverse event with a health professional, who can report via PHAC’s P/T 
AEFI mechanism on their behalf. 


Are we expecting media attention? 

No, however, updating vaccine adverse reaction information on the 
Health Canada web site demonstrates the Department’s openness to 
collaborate and address stakeholder concerns. 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-27 7:35 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting webpage) 


Thanks so much Paul. | will await your response. 


Catherine 


From: Litowitz, Paul (HC/SC) <paul.Jitowitz@canada.ca> 

Sent: 2020-11-27 7:33 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting webpage) 


Hi Catherine, 
We can answer these questions, the associated BN should address most. 
Determining media attention might be subjective. We’re clarifying process 
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but with a high profile subject matter. More to come. 
Thanks, 
Paul 


Sent from my iPhone 


On Nov 27, 2020, at 7:28 PM, Kay, Catherine (HC/SC) 
<catherine.kav@canada.ca> wrote: 


Hi, 


| just wanted to let you know that the English and French 
documents are with CPAB. They will be reviewing over the 
weekend and then sending to PCO. 

5 questions need to be answered for the vaccine package 
going over to PCO. | sent an email directly to Paul and Laura 
but was not sure if they verify emails over the weekend. | 
need answers to these questions (short answers are 
necessary ie 2-3 sentences max) either today or sometime 
over the weekend. 


Please let me know, at your earliest convenience, if someone 
from your team is able to action this by 5pm Sunday. 


Why is this product/guidance document being posted now? 
How will this change/affect what is currently on the site? 
Are we advising anything different? 

Who is the audience? 

Are we expecting media attention? 


Please let me know if you have any questions. 
Thank you, 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Sent: 2020-11-26 11:36 AM 

To: Kay, Catherine (HC/SC) <catherine. kay@canada.ca>; 
Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
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<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting webpage) 


Thanks Catherine. 


From: Kay, Catherine (HC/SC) <catherine. kay@canada.ca> 
Sent: 2020-11-26 10:55 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Litowitz, 
Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting webpage) 


Hi, 


We checked in with CPAB and they said it is doable but 
tight so we cannot make any guarantees. They 
understand that it is best to have these pages live before 
the first approval of a vaccine on December 7, 2020. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Sent: 2020-11-26 9:05 AM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca>; Kay, 
Catherine (HC/SC) <catherine. kay@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.Jada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting webpage) 


Good morning all, 
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Our ADMO aavisor has indicated that the pages should be 
posted before the first vaccine is approved. | just chatted 
with Sophie and she indicated that they are pushing to have 


the first approval on December 7°. 


Ideally then, the pages would be posted December AY Is 
this doable? 


We will need to communicate a plan to ADMO. 


Thanks, 
Craig 


From: Litowitz, Paul (HC/SC) <paul.litowitz ca> 
Sent: 2020-11-26 8:33 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Kay, 
Catherine (HC/SC) <catherine.kay@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting webpage) 


Thanks Craig, and good morning. 


Catherine, for awareness the AER reporting pathway 
(diagram) doesn’t require further translation though may 
need some formatting. 


We are available to second review CPAB’s translation 
updates further to their plain language edits. 


Paul 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Sent: 2020-11-25 8:17 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; 
Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 
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Subject: RE: VERY URGENT - Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting webpage) 


Thanks all, 


I’ve let ADMO that more time is needed. Tomorrow we can 
determine a realistic schedule and then communicate up. 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 
Sent: 2020-11-25 7:34 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

< .watson2@canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine reporting webpage) 


Thanks Paul. That is very helpful that phac has already 
okayed the content. E can try to figure out versions, what is 
new content and what still needs translation tomorrow 
morning. To note | was told that we need to build in an extra 
48 hours into our process as Final English and French will 
need to go to MO and PCO for review and they need 48hrs 
(business days) to review. 


So it does not sound like we can get it out before next week 
at the earliest. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 7:16 PM, Litowitz, Paul 


(HC/SC) <paul.litowitz@canada.ca> wrote: 


Hello, 
There may be some confusion. The initial 
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webpages were all translated (by us). CPAB 
made some plain language edits and CPAB 
suggested that they could do those additional 
translations. So the initial work is complete and 
only translation updates are required. 
Hopefully that won’t take much time. 


CPAB should have the original webpage 
translations please let us know if they need. 


The AE reporting pathway table can be 
translated quickly and if needed by us 
tomorrow morning. 


PHACs vaccine vigilance working group (among 
other stakeholders), reviewed and concurred 
with the web page edits. 


Thanks, 
Paul 


Sent from my iPhone 


On Nov 25, 2020, at 6:32 PM, 
Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 


Thanks Catherine. 


On Nov 25, 2020, at 

6:10 PM, Kay, 

Catherine (HC/SC) 
<catherine.kav@canada.ca> 
wrote: 


Hi 


We can try for 
sooner but | just 
can’t make 
guarantees. CPAB 
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has a lot on their 
plate right now that 
is for the next few 
days. They may need 
to touch base to 
determine which of 
the priorities are 
most important. 


CPAB in theory could 
provide the 
translation of the 
words for the 
diagram and will 
translate the long 
description as well 
but would not be in 
charge of creating 
the diagram (as the 
boxes would be 
different sizes 
because French text 
is always longer). As 
well, we will need to 
let them know if 
Phac has approved 
the content. 


| hope this helps. 
Please let me know if 
you would like to 
discuss further. 


Catherine 


Sent from my iPhone 


On Nov 
29; 
2020, 
at 5:34 
PM, 
Simon, 
Craig 
(HC/SC) 


Page: 102 of/de 458 
A2022001233 


<craig.simon@canada.ca> 


wrote: 


Thanks 
Catherine, 


While 
noon 
tomorrow 
seems 

to be 

out of 
the 
question, 
CPAB 
may 
(probably) 
be 

asked 

to give 
this a 
higher 
priority 
so that 

it is 
posted 
sooner 
than 

the 
suggested 


Tthgth 


We do 
not 
want to 
be the 
hold- 

up. 
Based 

on your 
message, 
MHPD 

is 
expected 
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to 
provide 
the 
French 
version 
of the 
diagram, 
even 
thought 
we are 
not 
doing 
the 
translation. 
Within 
MHPD, 
who is 
responsible 
for 
that? Is 
there 
anything 
else we 
need to 
provide 
to 
CPAB? 


Thanks, 
Craig 


From: 
Kay, 
Catherine 
(HC/SC) 
<catherine.kay@canada.ca> 
Sent: 
2020- 
11-25 
5:27 

PM 

To: 
Simon, 
Craig 
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(HC/SC) 
<craig.simon@canada.ca>; 
Lada- 

Moldovan, 

Laura 

(HC/SC) 

<laura.lada- 
moldovan@canada.ca>; 
Litowitz, 

Paul 

(HC/SC) 

<paul. litowitz@canada.ca> 
Ce: Vu, 

Thanh 

(HC/SC) 
<thanh.vu@canada.ca>; 
Watson2, 

Heather 

(HC/SC) 
<heather.watson2@canada.ca> 
Subject: 

RE: 

VERY 

URGENT 

Update: 

MECS 

#20- 

113181- 

818 

MtADM 

Concurrence 

(Vaccine 

reporting 

webpage) 


That 
would 
be 


correct. 


Catherine 


From: 
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Simon, 

Craig 

(HC/SC) 
<craig.simon@canada.ca> 
Sent: 

2020- 

11-25 

5:20 

PM 

To: Kay, 

Catherine 

(HC/SC) 
<catherine.kavy@canada.ca>; 
Lada- 

Moldovan, 

Laura 

(HC/SC) 

<laura.lada- 
moldovan@canada.ca>; 
Litowitz, 

Paul 

(HC/SC) 

<paul. litowitz@canada.ca> 
Ce: Vu, 

Thanh 

(HC/SC) 
<thanh.vu@canada.ca>; 
Watson2, 

Heather 

(HC/SC) 
<heather.watson2@canada.ca> 
Subject: 

RE: 

VERY 

URGENT 


Update: 
MECS 

#20- 
113181- 

818 

MtADM 
Concurrence 
(Vaccine 
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reporting 
webpage) 


Thanks 
Catherine, 


| don’t 
know 

the 
answer 
to your 
questions, 


However, 
with 
respect 
to the 
ADM’s 
question 
about 
posting 
by 

noon 
tomorrow, 
CPAB’s 
answer 
appears 
to be 
negative. 


Craig 


From: 
Kay, 
Catherine 
(HC/SC) 
<catherine.kay@canada.ca> 
Sent: 
2020- 
11-25 
5:14 

PM 

To: 
Simon, 
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Craig 

(HC/SC) 
<craig.simon@canada.ca>; 
Lada- 

Moldovan, 

Laura 

(HC/SC) 

<laura.lada- 
moldovan@canada.ca>; 
Litowitz, 

Paul 

(HC/SC) 

<paul litowitz@canada.ca> 
Ce: Vu, 

Thanh 

(HC/SC) 
<thanh.vu@canada.ca>; 
Watson2, 

Heather 

(HC/SC) 
<heather.watson2@canada.ca> 
Subject: 

RE: 

VERY 

URGENT 

Update: 

MECS 

#20- 

113181- 

818 

MtADM 

Concurrence 

(Vaccine 

reporting 

webpage) 


Hi 
Craig, 


Has this 
peen 
reviewed 
and 
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approved 
by 

PHAC 
(adverse 
events 
following 
immunization 
group 
(e.g. 
Nicolas 
Gilbert) 
as well? 
Also, 

we will 
need 
the 
pathway 
of 
adverse 
events 
diagram 
that is 

in all of 
the 
pages 

in 
French. 
CPAB 
has 
indicated 
that 
they 

are 

able to 
work 

on this 
but not 
right 
away 
due to 
some 
other 
urgencies. 
They 
could 
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work 
on 
translation 
early 
next 
week, 
coding 
would 
take 
place 
later 
that 
week 
and 
with 
the 
pages 
going 
live 
around 
the 7% 


or gt 
Does 
this 
timeline 
work? 


Please 
let me 
know if 
you 

nave 

any 
questions 
or 
concerns. 


Thank 
you, 


Catherine 


From: 
Simon, 
Craig 
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(HC/SC) 
<craig.simon@canada.ca> 
Sent: 

2020- 

11-25 

5:01 

PM 

To: Kay, 

Catherine 

(HC/SC) 
<catherine.kavy@canada.ca>; 
Lada- 

Moldovan, 

Laura 

(HC/SC) 

<laura.lada- 
moldovan@canada.ca>; 
Litowitz, 

Paul 

(HC/SC) 

<paul. litowitz@canada.ca> 
Ce: Vu, 

Thanh 

(HC/SC) 
<thanh.vu@canada.ca>; 
Watson2, 

Heather 

(HC/SC) 
<heather.watson2@canada.ca> 
Subject: 

RE: 

VERY 

URGENT 

Update: 

MECS 

#20- 

113181- 

818 

MtADM 

Concurrence 

(Vaccine 

reporting 

webpage) 
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Thanks 
Catherine, 


[seem 
to 

recall 
some 
mention 
of CPAB 
involvement 
in the 
updates 
to 

these 
web 


pages. 


Craig 


From: 

Kay, 

Catherine 

(HC/SC) 

<catherine.k canada.ca> 
Sent: 

2020- 

11-25 

4:51 

PM 

To: 

Simon, 

Craig 

(HC/SC) 
<craig.simon@canada.ca>; 
Lada- 

Moldovan, 

Laura 

(HC/SC) 

<laura.lada- 
moldovan@canada.ca>; 
Litowitz, 

Paul 

(HC/SC) 
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<paul litowitz@canada.ca> 
Ce: Vu, 

Thanh 

(HC/SC) 
<thanh.vu@canada.ca>; 
Watson2, 

Heather 

(HC/SC) 
<heather.watson2 @canada.ca> 
Subject: 

RE: 

VERY 

URGENT 

Update: 

MECS 

#20- 

113181- 

818 

MtADM 

Concurrence 

(Vaccine 

reporting 

webpage) 


Hi, 


My 

team 
received 
the 
documents 
for 
translation 
at 4:30. 
We are 
currently 
trying 

to 
determine 
how 

best to 
proceed. 
CPAB 
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carries 
out the 
translation 
when 
they 
hada 
hand in 
developing 
the 
content 
or 
update. 

| do not 
believe 
that 
they 
were 
involved 
in any 
plain 
language 
of the 
current 
web 
pages 
updates 
and 
therefore 
would 
not be 
responsible 
for the 
translation. 
Let me 
check a 
couple 
of 
options 
and get 
back to 
you. 


Catherine 


From: 


Page: 114 of/de 458 
A2022001233 


Simon, 

Craig 

(HC/SC) 
<craig.simon@canada.ca> 
Sent: 

2020- 

11-25 

4:42 

PM 

To: 

Lada- 

Moldovan, 

Laura 

(HC/SC) 

<laura.lada- 
moldovan@canada.ca>; 
Litowitz, 

Paul 

(HC/SC) 

<paul. litowitz@canada.ca>; 
Kay, 

Catherine 

(HC/SC) 
<catherine.kay@canada.ca> 
Ce: Vu, 

Thanh 

(HC/SC) 
<thanh.vu@canada.ca> 
Subject: 

VERY 

URGENT 

Update: 

MECS 

#20- 

113181- 

818 

MtADM 

Concurrence 

(Vaccine 

reporting 

webpage) 


Good 
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evening, 


Please 
see 
ADMO’s 
question 
below 
about 
timing 
of 
posting 
and 
provide 
an 
update 
as soon 
as 
possible. 


Thanks, 
Craig 


From: 

Vu, 

Thanh 

(HC/SC) 
<thanh.vu@canada.ca> 
Sent: 

2020- 

11-25 

4:22 

PM 

To: 

Robinson2, 

Kelly 

(HC/SC) 

<kelly. robinson? @canada.ca> 
Ce: 

Simon, 

Craig 

(HC/SC) 
<craig.simon@canada.ca> 
Subject: 

RE: 

Update: 
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MECS 

#20- 
113181- 
818 

MtADM 
Concurrence 
(Vaccine 
reporting 
webpage) 


Hi 
Craig, 


| think | 
saw an 
email 

that 

the 
webpages 
were 

being 

sent to 
CPAB 

for 
translation. 
Do you 
know if 
that 

has 
happened? 


Thanks, 
Thanh 


From: 

Smith4, 

Melissa 

(HC/SC) 

<melissa.smith4 @canada.ca> 
Sent: 

2020- 

11-25 

1:10 

PM 
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To: 

Robinson2, 

Kelly 

(HC/SC) 
<kelly.robinson2 @canada.ca>; 
Vu, 

Thanh 

(HC/SC) 
<thanh.vu@canada.ca> 
Ce: 

Simon, 

Craig 

(HC/SC) 
<craig.simon@canada.ca> 
Subject: 

RE: 

Update: 

MECS 

#20- 

113181- 

818 

MtADM 


Concurrence 
(Vaccine 
reporting 
webpage) 


Hi — 
Any 
idea 
when 
CPAB is 
able to 
make 
these 
pages 
go 

live? 
Pierre 
is 
wondering 
if it’s 
doable 
before 
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the 
vaccine 
tech 
briefing 
happening 
with 
Supriya 
and Dr. 
Njoo 
tomorrow 
noon- 
lpm... 


From: 

Robinson2, 

Kelly 

(HC/SC) 
<kelly.robinson2 @canada.ca> 
Sent: 

2020- 

11-24 

5:18 

PM 

To: 

Smith4, 

Melissa 

(HC/SC) 
<melissa.smith4@canada.ca>; 
Vu, 

Thanh 

(HC/SC) 
<thanh.vu@canada.ca> 
Ce: 

Simon, 

Craig 

(HC/SC) 
<craig.simon@canada.ca> 
Subject: 

RE: 

Update: 

MECS 

#20- 

113181- 

818 

MtADM 
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Concurrence 
(Vaccine 
reporting 
webpage) 


Smith4, 

Melissa 

(HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 

2020- 

11-24 

4:28 

PM 

To: 

Robinson2, 

Kelly 

(HC/SC) 
<kelly.robinson2@ca a>; 
Vu, 

Thanh 

(HC/SC) 
<thanh.vu@canada.ca> 
Subject: 

RE: 

Update: 

MECS 

#20- 

113181- 

818 

MtADM 

Concurrence 
(Vaccine 

reporting 

webpage) 


This is 


coming 
back 
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down 
through 
Briefing, 
but just 
to let 
you 
know 
that it’s 
approved 
© 


From: 
Robinson2, 
Kelly 
(HC/SC) 
<kelly.robinson2 @canada.ca> 
Sent: 

2020- 

11-24 

3:56 

PM 

To: 

Smith4, 
Melissa 
(HC/SC) 
<melissa.smith4@canada.ca>; 
Vu, 

Thanh 
(HC/SC) 
<thanh.vu@canada.ca> 
Subject: 

RE: 

Update: 
MECS 

#20- 
113181- 
818 

MtADM 
Concurrence 
(Vaccine 
reporting 
webpage) 


Thanks 
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for 
checking 
Melissa, 


Yes this 
are 

good to 
go - 

and 
should 
help 
simplify 
reporting 
for 
“outsiders”. 
Please 

let 

Pierre 
know 
that we 
hav 
addressed 
Supriya’s 
comments. 
Thanks, 
Kelly 


From: 

Smith4, 

Melissa 

(HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 

2020- 

11-24 

3:53 

PM 

To: 

Robinson2, 

Kelly 

(HC/SC) 

<kelly.robinson2 @canada.ca>; 
Vu, 

Thanh 

(HC/SC) 
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<thanh.vu@canada.ca> 


Subject: 
FW 
Update: 
MECS 
#20- 
113181- 
818 
MtADM 
Concurrence 
(Vaccine 
reporting 
webpage) 


Hi — 

Just 
wanted 

to 

quickly 
check 

into 
confirm 
that 

you are 

still 
comfortable 
with 

this 

going 

to 

Pierre 

for 
approval 
today, 

and 

that no 
adjustments 
are 
necessary 
based 

on the 

flu ADR 
discussions? 
| notice 


Page: 123 of/de 458 
A2022001233 


these 
pages 
link to 
the 
Vaccines 
and 
Immunization 
home 
page, 
which 

is 

good. 
Lots of 
good 
info 
there....although 
not 

sure 
how 
easy it 

is to 
find for 
an 
outsider! 


Melissa 


From: 
Racine, 
Natalie 
(HC/SC) 
<natalie.racine@canada.ca> 
On 

Behalf 

Of 

HPFB 
Briefing 

/ 
Informations 
DGPSA 
(HC/SC) 
Sent: 

2020- 

11-24 

9:24 
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AM 

To: 

Smith4, 

Melissa 

(HC/SC) 
<melissa.smith4 @canada.ca> 
Ce: 

HPFB 

Briefing 

/ 

Informations 
DGPSA 

(HC/SC) 
<he.hpfb.briefing- 
informations.dgpsa.sc@canada.ca> 
Subject: 

Update: 

MECS 

#20- 

113181- 

818 

MtADM 
Concurrence 
(Vaccine 
reporting 
webpage) 


Good 
Morning 
Melissa, 


Please 
find 
revised 
Memo. 
| 

have 
attached 
the 
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Clean 

and 

Track 
Change 
version 
for 

ease 

of 
reference. 


Thank 
you, 
Nat 


From: 

Smith4, 

Melissa 

(HC/SC) 
<melissa.smith4 @canada.ca> 
Sent: 

2020- 

11-19 

10:34 

AM 

To: Vu, 

Thanh 

(HC/SC) 
<thanh.vu@canada.ca> 
Ce: 

HPFB 

Briefing 

f 

Informations 

DGPSA 

(HC/SC) 

<he.hpfb. briefing- 
informations.dgpsa.sc@canada.ca> 
Subject: 

RE: 
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Request 
for 
update: 
MECS 
#20- 
113181- 
818 
(Vaccine 
reporting 
webpage) 


Hi 

Thanh, 

| sent 
back 
comments 
from 
Supriya 
via 

HPFB 
Briefing 
on 
October 
27 (see 
attached). 
Did 

these 
reach 
MHPD? 


Melissa 


From: 
Vu, 
Thanh 
(HC/SC) 
<thanh.vu@canada.ca> 
Sent: 
2020- 
11-19 
10:26 
AM 
To: 
Smith4, 
Melissa 
(HC/SC) 


Page: 127 of/de 458 
A2022001233 


<melissa.smith4@canada.ca> 
Subject: 
Request 

for 

update: 
MECS 

#20- 
113181- 

818 
(Vaccine 
reporting 
webpage) 
Importance: 
High 


Hi 
Melissa, 


Can | 
please 
get an 
update 
on the 
memo 
to the 
ADM 
regarding 
changes 
to the 
vaccine 
reporting 
webpages? 


The 
revisions 
to the 
vaccine 
webpages 
will 
ensure 
that 
accurate 
information 
appears 
online, 
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improve 
clarity 

of 

vaccine 
reporting 
instructions 
and 
facilitate 
adverse 
reaction 
reporting. 
We 

need to 
have 

the 
information 
updated 
ASAP as 

flu 

season 

is 

emerging 
and we 
want to 
ensure 
stakeholders 
are well 
informed 
of their 
regulatory 
requirements 
for 
reporting 
of 

vaccine 
adverse 
events. 

In 

addition, 
we 

need to 
have 

this 
information 
ready 
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Document Released Under the Access to 
Information Act by Health Canada / Document 
divulgué en vertu de la Loi sur l'accés a 
l'information par Santé Canada 

for 

vaccines 

related 

to 

COVID- 

19. 


We had 
requested 
HPFB 

ADM 
concurrence 
by 

October 

30, 

2020. 
Please 

let us 

know if 

you 

need 

any 
information. 


Thanks, 
Thanh 


Page: 130 of/de 458 
A2022001233 


From: Kay, Catherine (HC/SC) 


Sent: 2020-11-28 03:50 PM 

To: MacKay, Lisa (HC/SC) 

Ce: Leclerc, Celine (HC/SC) 

Subject: Fwd: VERY URGENT - Update: MECS #20-113181-818 MtADM - 


Concurrence (Vaccine reporting webpage) 


Hi, 

Please see HPSEB responses below. 

Let me know if they are good, you need clarification, etc. 
Hope you are doing well. 

Catherine 

Sent from my iPhone 


Begin forwarded message: 


From: "Litowitz, Paul (HC/SC)" <paul.litowitz@canada.ca> 

Date: November 28, 2020 at 9:24:51 AM EST 

To: "Kay, Catherine (HC/SC)" <catherine.kay@canada.ca> 

Ce: "Simon, Craig (HC/SC)" <craig.simon@canada.ca>, "Watson2, Heather (HC/SC)" 
<heather.watson2@canada.ca>, "Lada-Moldovan, Laura (HC/SC)" <laura.lada- 
moldovan@canada.ca>, "Vu, Thanh (HC/SC)" <thanh.vu@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 
Thanks, 

Paul 


Why is this product/guidance document being posted now? 

It is imperative that these changes be posted prior to approval of the first COVID vaccine 
(possibly as early as 7 December) in order to ensure that any adverse events are 
correctly reported for these vaccines. The December 2019 changes to Health Canada 
website introduced partially incorrect instructions. The current changes correct this 
error and make it clear that adverse reactions for vaccines should be submitted through 
only one reporting mechanism (i.e., the PHAC’s Provincial/Territorial Adverse Event 
Following Immunization Provincial/Territorial Adverse Event Following Immunization (P/T 
AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine 
reporting instructions clarify established procedures and facilitate the adverse reaction 
reporting process for vaccines, including adverse events associated with COVID-related 
vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, 
as opposed to Health Canada’s reporting mechanism. This will align with the current 
process for other stakeholders, such as health care providers. Health professionals 
(working in a non-hospital setting) are required to report to their local health units, as 
per usual established process. Consumers will be encouraged to share their vaccine 
adverse event with a health professional, who can report via PHAC’s P/T AEFI mechanism 
on their behalf. 


Are we expecting media attention? 

No, however, updating vaccine adverse reaction information on the Health Canada web 
site demonstrates the Department’s openness to collaborate and address stakeholder 
concerns. 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-27 7:35 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Cc: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) 
<laura.lada-moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) <heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks so much Paul. | will await your response. 


Catherine 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-27 7:33 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Cc: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) 
<laura.lada-moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) <heather.watson2 @canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Hi Catherine, 


We can answer these questions, the associated BN should address most. Determining 
media attention might be subjective. We’re clarifying process but with a high profile 
subject matter. More to come. 

Thanks, 

Paul 


Sent from my iPhone 


On Nov 27, 2020, at 7:28 PM, Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> wrote: 


Hi, 


| just wanted to let you know that the English and French documents are 
with CPAB. They will be reviewing over the weekend and then sending to 
PCO. 

5 questions need to be answered for the vaccine package going over to 
PCO. | sent an email directly to Paul and Laura but was not sure if they 
verify emails over the weekend. | need answers to these questions (short 
answers are necessary ie 2-3 sentences max) either today or sometime 
over the weekend. 


Please let me know, at your earliest convenience, if someone from your 
team is able to action this by 5pm Sunday. 


Why is this product/guidance document being posted now? 
How will this change/affect what is currently on the site? 
Are we advising anything different? 

Who is the audience? 

Are we expecting media attention? 


Please let me know if you have any questions. 
Thank you, 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-26 11:36 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul 
(HC/SC) <paul.litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, 
Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 
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Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting webpage) 


Thanks Catherine. 


Cc 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-26 10:55 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca>; Vu, 
Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting webpage) 


Hi, 


We checked in with CPAB and they said it is doable but tight so we 
cannot make any guarantees. They understand that it is best to have 
these pages live before the first approval of a vaccine on December 
7, 2020. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-26 9:05 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Kay, Catherine 
(HC/SC) <catherine.kay@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, 
Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting webpage) 


Good morning all, 


Our ADMO advisor has indicated that the pages should be posted before 
the first vaccine is approved. | just chatted with Sophie and she indicated 


that they are pushing to have the first approval on December 7th, 


ideally then, the pages would be posted December 4" Is this doable? 
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We will need to communicate a plan to ADMO. 


Thanks, 
Craig 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-26 8:33 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, 
Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting webpage) 


Thanks Craig, and good morning. 


Catherine, for awareness the AER reporting pathway (diagram) doesn’t 
require further translation though may need some formatting. 


We are available to second review CPAB’s translation updates further to 
their plain language edits. 


Paul 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-25 8:17 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul 
(HC/SC) <paul.litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, 
Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting webpage) 


Thanks all, 


I’ve let ADMO that more time is needed. Tomorrow we can determine a 
realistic schedule and then communicate up. 


C 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 
Sent: 2020-11-25 7:34 PM 
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To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura 
(HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting webpage) 


Thanks Paul. That is very helpful that phac has already okayed the content. 
E can try to figure out versions, what is new content and what still needs 
translation tomorrow morning. To note | was told that we need to build in 
an extra 48 hours into our process as Final English and French will need to 
go to MO and PCO for review and they need 48hrs (business days) to 
review. 


So it does not sound like we can get it out before next week at the earliest. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 7:16 PM, Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> wrote: 


Hello, 

There may be some confusion. The initial webpages were all 
translated (by us). CPAB made some plain language edits and 
CPAB suggested that they could do those additional 
translations. So the initial work is complete and only 
translation updates are required. Hopefully that won’t take 
much time. 


CPAB should have the original webpage translations please let 
us know if they need. 


The AE reporting pathway table can be translated quickly and 
if needed by us tomorrow morning. 


PHACs vaccine vigilance working group (among other 
stakeholders), reviewed and concurred with the web page 
edits. 


Thanks, 
Paul 


Sent from my iPhone 


On Nov 25, 2020, at 6:32 PM, Simon, Craig 
(HC/SC) <craig.simon@canada.ca> wrote: 


Thanks Catherine. 


On Nov 25, 2020, at 6:10 PM, Kay, 
Catherine (HC/SC) 
<catherine.kay@canada.ca> 
wrote: 


Hi 


We can try for sooner but | just 
can’t make guarantees. CPAB has a 
lot on their plate right now that is 
for the next few days. They may 
need to touch base to determine 
which of the priorities are most 
important. 


CPAB in theory could provide the 
translation of the words for the 
diagram and will translate the long 
description as well but would not 
be in charge of creating the 
diagram ( as the boxes would be 
different sizes because French text 
is always longer). As well, we will 
need to let them know if Phac has 
approved the content. 


| hope this helps. Please let me 
know if you would like to discuss 
further. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 
5:34 PM, Simon, 
Craig (HC/SC) 
<craig.simon@canad 
a.ca> wrote: 


Thanks Catherine, 


While noon 
tomorrow seems to 
be out of the 
question, CPAB may 
(probably) be asked 
to give this a higher 
priority so that it is 
posted sooner than 
the suggested 


We do not want to 
be the hold-up. 
Based on your 
message, MHPD is 
expected to provide 
the French version of 
the diagram, even 
thought we are not 
doing the translation. 
Within MHPD, who is 
responsible for that? 
Is there anything else 
we need to provide 
to CPAB? 


Thanks, 
Craig 


From: Kay, Catherine 
(HC/SC) 
<catherine.kay@can 
ada.ca> 

Sent: 2020-11-25 
5:27 PM 

To: Simon, Craig 
(HC/SC) 


Page: 138 of/de 458 
A2022001233 


<craig.simon@canad 
a.ca>; Lada- 
Moldovan, Laura 
(HC/SC) <laura.lada- 
moldovan@canada.c 
a>; Litowitz, Paul 
(HC/SC) 
<paul.litowitz@cana 
da.ca> 

Cc: Vu, Thanh 
(HC/SC) 
<thanh.vu@canada.c 
a>; Watson2, 
Heather (HC/SC) 
<heather.watson2@c 
anada.ca> 

Subject: RE: VERY 
URGENT - Update: 
MECS #20-113181- 
818 MtADM - 
Concurrence 
(Vaccine reporting 
webpage) 


That would be 
correct. 


Catherine 


From: Simon, Craig 
(HC/SC) 
<craig.simon@canad 
a.ca> 

Sent: 2020-11-25 
5:20 PM 

To: Kay, Catherine 
(HC/SC) 
<catherine.kay@can 
ada.ca>; Lada- 
Moldovan, Laura 
(HC/SC) <laura.lada- 
moldovan@canada.c 
a>; Litowitz, Paul 
(HC/SC) 

<paul. litowitz@cana 
da.ca> 

Cc: Vu, Thanh 
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(HC/SC) 
<thanh.vu@canada.c 
a>; Watson2, 
Heather (HC/SC) 
<heather.watson2@c 
anada.ca> 

Subject: RE: VERY 
URGENT - Update: 
MECS #20-113181- 
818 MtADM - 
Concurrence 
(Vaccine reporting 
webpage) 


Thanks Catherine, 


| don’t know the 
answer to your 
questions, 


However, with 
respect to the ADM’s 
question about 
posting by noon 
tomorrow, CPAB’s 
answer appears to be 
negative. 


Craig 


From: Kay, Catherine 
(HC/SC) 
<catherine.kay@can 
ada.ca> 

Sent: 2020-11-25 
5:14 PM 

To: Simon, Craig 
(HC/SC) 
<craig.simon@canad 
a.ca>; Lada- 
Moldovan, Laura 
(HC/SC) <laura.lada- 
moldovan@canada.c 
a>; Litowitz, Paul 
(HC/SC) 
<paul.litowitz@cana 
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da.ca> 

Cc: Vu, Thanh 
(HC/SC) 
<thanh.vu@canada.c 
a>; Watson2, 
Heather (HC/SC) 
<heather.watson2@c 
anada.ca> 

Subject: RE: VERY 
URGENT - Update: 
MECS #20-113181- 
818 MtADM - 
Concurrence 
(Vaccine reporting 
webpage) 


Hi Craig, 


Has this been 
reviewed and 
approved by PHAC 
(adverse events 
following 
immunization group 
(e.g. Nicolas Gilbert) 
as well? 

Also, we will need 
the pathway of 
adverse events 
diagram that is in all 
of the pages in 
French. 

CPAB has indicated 
that they are able to 
work on this but not 
right away due to 
some other 
urgencies. They 
could work on 
translation early next 
week, coding would 
take place later that 
week and with the 
pages going live 
around the 7°" or 


gt. Does this 
timeline work? 
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Please let me know if 
you have any 
questions or 
concerns. 


Thank you, 


Catherine 


From: Simon, Craig 
(HC/SC) 
<craig.simon@canad 
a.ca> 

Sent: 2020-11-25 
5:01 PM 

To: Kay, Catherine 
(HC/SC) 
<catherine.kay@can 
ada.ca>; Lada- 
Moldovan, Laura 
(HC/SC) <laura.lada- 
moldovan@canada.c 
a>; Litowitz, Paul 
(HC/SC) 

<paul. litowitz@cana 
da.ca> 

Cc: Vu, Thanh 
(HC/SC) 
<thanh.vu@canada.c 
a>; Watson2, 
Heather (HC/SC) 
<heather.watson2@c 
anada.ca> 

Subject: RE: VERY 
URGENT - Update: 
MECS #20-113181- 
818 MtADM - 
Concurrence 
(Vaccine reporting 
webpage) 


Thanks Catherine, 


| seem to recall some 
mention of CPAB 
involvement in the 
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updates to these 
web pages. 


Craig 


From: Kay, Catherine 
(HC/SC) 
<catherine.kay@can 
ada.ca> 

Sent: 2020-11-25 
4:51 PM 

To: Simon, Craig 
(HC/SC) 
<craig.simon@canad 
a.ca>; Lada- 
Moldovan, Laura 
(HC/SC) <laura.lada- 
moldovan@canada.c 
a>; Litowitz, Paul 
(HC/SC) 

<paul. litowitz@cana 
da.ca> 

Cc: Vu, Thanh 
(HC/SC) 
<thanh.vu@canada.c 
a>; Watson2, 
Heather (HC/SC) 
<heather.watson2@c 
anada.ca> 

Subject: RE: VERY 
URGENT - Update: 
MECS #20-113181- 
818 MtADM - 
Concurrence 
(Vaccine reporting 
webpage) 


Hi, 


My team received 
the documents for 
translation at 4:30. 
We are currently 
trying to determine 
how best to proceed. 
CPAB carries out the 
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translation when 
they had a hand in 
developing the 
content or update. | 
do not believe that 
they were involved in 
any plain language of 
the current web 
pages updates and 
therefore would not 
be responsible for 
the translation. Let 
me check a couple of 
options and get back 
to you. 


Catherine 


From: Simon, Craig 
(HC/SC) 
<craig.simon@canad 
a.ca> 

Sent: 2020-11-25 
4:42 PM 

To: Lada-Moldovan, 
Laura (HC/SC) 
<laura.lada- 
moldovan@canada.c 
a>; Litowitz, Paul 
(HC/SC) 

<paul. litowitz@cana 
da.ca>; Kay, 
Catherine (HC/SC) 
<catherine.kay@can 
ada.ca> 

Ce: Vu, Thanh 
(HC/SC) 
<thanh.vu@canada.c 
a> 

Subject: VERY 
URGENT - Update: 
MECS #20-113181- 
818 MtADM - 
Concurrence 
(Vaccine reporting 
webpage) 
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Good evening, 


Please see ADMO’s 
question below 
about timing of 
posting and provide 
an update as soon as 
possible. 


Thanks, 
Craig 


From: Vu, Thanh 
(HC/SC) 
<thanh.vu@canada.c 
a> 

Sent: 2020-11-25 
4:22 PM 

To: Robinson2, Kelly 
(HC/SC) 
<kelly.robinson2@ca 
nada.ca> 

Cc: Simon, Craig 
(HC/SC) 
<craig.simon@canad 
a.ca> 

Subject: RE: Update: 
MECS #20-113181- 
818 MtADM - 
Concurrence 
(Vaccine reporting 
webpage) 


Hi Craig, 


| think | saw an email 
that the webpages 
were being sent to 
CPAB for translation. 
Do you know if that 
has happened? 


Thanks, 
Thanh 


From: Smith4, 
Melissa (HC/SC) 
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<melissa.smith4@ca 
nada.ca> 

Sent: 2020-11-25 
1:10 PM 

To: Robinson2, Kelly 
(HC/SC) 
<kelly.robinson2@ca 
nada.ca>; Vu, Thanh 
(HC/SC) 
<thanh.vu@canada.c 
a> 

Ce: Simon, Craig 
(HC/SC) 
<craig.simon@canad 
a.ca> 

Subject: RE: Update: 
MECS #20-113181- 
818 MtADM - 
Concurrence 
(Vaccine reporting 
webpage) 


Hi — Any idea when 
CPAB is able to make 
these pages go live? 
Pierre is wondering if 
it’s doable before the 
vaccine tech briefing 
happening with 
Supriya and Dr. Njoo 
tomorrow noon- 
1pm.... 


From: Robinson2, 
Kelly (HC/SC) 
<kelly.robinson2@ca 
nada.ca> 

Sent: 2020-11-24 
5:18 PM 

To: Smith4, Melissa 
(HC/SC) 
<melissa.smith4@ca 
nada.ca>; Vu, Thanh 
(HC/SC) 
<thanh.vu@canada.c 
a> 

Cc: Simon, Craig 
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(HC/SC) 
<craig.simon@canad 
a.ca> 

Subject: RE: Update: 
MECS #20-113181- 
818 MtADM - 
Concurrence 
(Vaccine reporting 
webpage) 


Thank you! 


From: Smith4, 
Melissa (HC/SC) 
<melissa.smith4@ca 
nada.ca> 

Sent: 2020-11-24 
4:28 PM 

To: Robinson2, Kelly 
(HC/SC) 
<kelly.robinson2@ca 
nada.ca>; Vu, Thanh 
(HC/SC) 
<thanh.vu@canada.c 
a> 

Subject: RE: Update: 
MECS #20-113181- 
818 MtADM - 
Concurrence 
(Vaccine reporting 
webpage) 


This is coming back 
down through 
Briefing, but just to 
let you know that it’s 
approved © 


From: Robinson2, 
Kelly (HC/SC) 
<kelly.robinson2@ca 
nada.ca> 

Sent: 2020-11-24 
3:56 PM 

To: Smith4, Melissa 
(HC/SC) 
<melissa.smith4@ca 
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nada.ca>; Vu, Thanh 
(HC/SC) 
<thanh.vu@canada.c 
a> 

Subject: RE: Update: 
MECS #20-113181- 
818 MtADM - 
Concurrence 
(Vaccine reporting 
webpage) 


Thanks for checking 
Melissa, 


Yes this are good to 
go - and should help 
simplify reporting for 
“outsiders”. Please 
let Pierre know that 
we hav addressed 
Supriya’s comments. 
Thanks, Kelly 


From: Smith4, 
Melissa (HC/SC) 
<melissa.smith4@ca 
nada.ca> 

Sent: 2020-11-24 
3:53 PM 

To: Robinson2, Kelly 
(HC/SC) 
<kelly.robinson2@ca 
nada.ca>; Vu, Thanh 
(HC/SC) 
<thanh.vu@canada.c 
a> 

Subject: FW: Update: 
MECS #20-113181- 
818 MtADM - 
Concurrence 
(Vaccine reporting 
webpage) 


Hi — Just wanted to 
quickly check in to 
confirm that you are 
still comfortable with 
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this going to Pierre 
for approval today, 
and that no 
adjustments are 
necessary based on 
the flu ADR 
discussions? | notice 
these pages link to 
the Vaccines and 
Immunization home 
page, which is good. 
Lots of good info 
there....although not 
sure how easy it is to 
find for an outsider! 


Melissa 


From: Racine, Natalie 
(HC/SC) 
<natalie.racine@can 
ada.ca> On Behalf Of 
HPFB Briefing / 
Informations DGPSA 
(HC/SC) 

Sent: 2020-11-24 
9:24 AM 

To: Smith4, Melissa 
(HC/SC) 
<melissa.smith4@ca 
nada.ca> 

Cc: HPFB Briefing / 
Informations DGPSA 
(HC/SC) 
<he.hpfb.briefing- 
informations.dgpsa.s 
c@canada.ca> 
Subject: Update: 
MECS #20-113181- 
818 MtADM - 
Concurrence 
(Vaccine reporting 
webpage) 


Good Morning 
Melissa, 


Page: 149 of/de 458 
A2022001233 


Please find 
revised 
Memo. | have 
attached the 
Clean and 
Track Change 
version for 
ease of 
reference. 


Thank you, 
Nat 


From: Smith4, 
Melissa (HC/SC) 
<melissa.smith4@ca 
nada.ca> 

Sent: 2020-11-19 
10:34 AM 

To: Vu, Thanh 
(HC/SC) 
<thanh.vu@canada.c 
a> 

Cc: HPFB Briefing / 
Informations DGPSA 
(HC/SC) 
<hc.hpfb.briefing- 
informations.dgpsa.s 
c@canada.ca> 
Subject: RE: Request 
for update: MECS 
#20-113181-818 
(Vaccine reporting 
webpage) 


Hi Thanh, 

| sent back 
comments from 
Supriya via HPFB 
Briefing on October 


Page: 150 of/de 458 
A2022001233 


27 (see attached). 
Did these reach 
MHPD? 


Melissa 


From: Vu, Thanh 
(HC/SC) 
<thanh.vu@canada.c 
a> 

Sent: 2020-11-19 
10:26 AM 

To: Smith4, Melissa 
(HC/SC) 
<melissa.smith4@ca 
nada.ca> 

Subject: Request for 
update: MECS #20- 
113181-818 (Vaccine 
reporting webpage) 
Importance: High 


Hi Melissa, 


Can | please get an 
update on the memo 
to the ADM 
regarding changes to 
the vaccine reporting 
webpages? 


The revisions to the 
vaccine webpages 
will ensure that 
accurate information 
appears online, 
improve clarity of 
vaccine reporting 
instructions and 
facilitate adverse 
reaction reporting. 
We need to have the 
information updated 
ASAP as flu season is 
emerging and we 
want to ensure 
stakeholders are well 
informed of their 
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regulatory 
requirements for 
reporting of vaccine 
adverse events. In 
addition, we need to 
have this information 
ready for vaccines 
related to COVID-19. 


We had requested 
HPFB ADM 
concurrence by 
October 30, 2020. 
Please let us know if 
you need any 
information. 


Thanks, 
Thanh 
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From: Litowitz, Paul (HC/SC) 


To: Lada-Moldovan, Laura (HC/SC) 

Subject: RE: Director"s monthly message to staff - by 3pm Thursday Nov. 26 
Date: 2020-12-01 9:29:00 AM 

Attachments: image001.png 

Okay np! 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-12-01 9:29 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: RE: Director's monthly message to staff - by 3pm Thursday Nov. 26 


Oh apologies, for some reason, | misunderstood this was going to be sent out today/max tomorrow. 
In that case, we should be fine as is. 

Sorry for the confusion, 

Laura 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 
Sent: 2020-12-01 9:23 AM 


To: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 
Subject: RE: Director's monthly message to staff - by 3pm Thursday Nov. 26 


Agree but do you have any wording suggestions? It’s tricky since this likely won’t be sent until 
Friday... but could go later... 


From: Nguyen, David (HC/SC) <david.nguyen@canada.ca> 

Sent: 2020-12-01 9:22 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz nada.c 

Ce: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca>; Cote2, Annick (HC/SC) 


<annick.cote2@canada.ca> 
Subject: RE: Director's monthly message to staff - by 3pm Thursday Nov. 26 


Let’s make it easier for Sandra. 
Please send one email with what you want to update when you're ready! 
Thanks, 


David Nguyen 


Health Canada / Government of Canada 


david.nguyen@canada.ca/ Mobile : 613-286-4119 


Page: 153 of/de 458 
A2022001233 


ATIA-16(2)(c) 


Santé Canada / Gouvernement du Canada 


david. nguyen@canada.ca / Cellulaire : 613-286-4119 
PIN/NIP: nn 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-12-01 9:20 AM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca>; Nguyen, David (HC/SC) 
<david. nguyen@canada.ca> 

Cc: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca>; Cote2, Annick (HC/SC) 


<annick.cote2@canada.ca> 
Subject: RE: Director's monthly message to staff - by 3pm Thursday Nov. 26 


Hi Paul and Sandra, 
Update correspondence stats (graph and numbers are below). 


Also with respect to the vaccine reporting instructions, the changes have not already been made, 
but they are anticipated for today (if all goes as planned). In case there are any delays, should an 
additional line acknowledge that the changes aim to be reflected in updated online content 
imminently (to avoid confusion in case someone checking the website and not seeing these before 
they are made)? 


Thanks, 
Laura 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-12-01 9:01 AM 

To: Nguyen, David (HC/SC) <david.nguyen@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Pasquier, Sandra (HC/SC) 
ndra. ier@canada.ca>; Cote2, Annick (HC/SC) <annick.cote2 @canada.ca> 


Subject: RE: Director's monthly message to staff - by 3pm Thursday Nov. 26 
Okay, thanks David, and great, so we haven't missed the opportunity. 


Below, an addition from PROS to the bureau for update. 


Also, Laura, perhaps we want to update the correspondence stats since they are now out of date (by 
one week at least)? 


Sandra, addition as mentioned, thanks! 


December 2019 changes to Health Canada website introduced partially incorrect instructions. Now, 
changes are correcting these instructions and make it clear that adverse reactions for vaccines 
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ATIA-16(2)(c) 


ATIA -19(1) 


should be submitted through only one reporting mechanism (i.e., the PHAC’s Provincial/Territorial 
Adverse Event Following Immunization Provincial/Territorial Adverse Event Following Immunization 
(P/T AEFI) Surveillance System). The updated vaccine reporting instructions clarify established 
procedures and facilitate the adverse reaction reporting process for vaccines, including adverse 
events associated with COVID-related vaccines once marketed. 


The revisions direct hospital reporters to go through PHAC’s reporting process, as opposed to Health 
Canada’s reporting mechanism. This will align with the current process for other stakeholders, such 
as health care providers. Health professionals (working in a non-hospital setting) are required to 
report to their local health units, as per usual established process. Consumers will be encouraged to 
share their vaccine adverse event with a health professional, who can report via PHAC’s P/T AEFI 
mechanism on their behalf. 


From: Nguyen, David (HC/SC) <david.nguyen@canada.ca> 

Sent: 2020-12-01 8:58 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lJada-moldovan@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca>; Cote2, Annick (HC/SC) <annick.cote2@canada.ca> 

Subject: RE: Director's monthly message to staff - by 3pm Thursday Nov. 26 


Hey Paul, 


It has to be translated and Sandra 5 0tt~—~iCY so not anytime soon. 


Since you copied Sandra already, she should action it when she is back. 
Thanks, 


David Nguyen 


Health Canada / Government of Canada 
david.nguyen@canada.ca/ Mobile : 613-286-4119 


Santé Canada / Gouvernement du Canada 


david. nguyen@canada.ca / Cellulaire : 613-286-4119 


Pin/NiP: 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-12-01 8:49 AM 

To: Nguyen, David (HC/SC) <david.nguven@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca> 


Subject: RE: Director's monthly message to staff - by 3pm Thursday Nov. 26 


Hi David, 
Do you know when the Director’s monthly message to staff will be sent out? I’m wondering/thinking 
PROS might add a note about the website changes for vaccines that are about to be posted... 


PROS is developing its next quarterly mandatory reporting (MR) Newsletter, issue planned for 
January 2021, that also highlights MR for hospitals one-year anniversary. PROS appreciates joint 
efforts from other sections and their support developing newsletter content. The current outline 
proposes to include dashboard statistics, electronic reporting, COVID-19 updates and highlights on 
one year regulatory post-implementation. In addition, the newsletter “Did You Know” section plans 
to acknowledge mandatory hospital reporting of off-label pediatric use, serious ADRs resulting from 
drug exposure and compounded products. 


PROS is receiving close to 2000 inquiries per year within Canada Vigilance (CV) generic inbox. With 
the new Regulations for hospitals, staff turnover, and other competing priorities, this core activity 
has been in backlog for the past year, and have now undertaken a more aggressive plan to tackle it 
which includes pausing certain activities. As of Nov 30, 229 correspondences are in backlog (+ 32 
pending). Thanks to other HPSEB sections for their ongoing attention to CV correspondence 
requests. 


e §=©Backlog = correspondences awaiting drafting that have been received by CV more than 14 


days ago 
e Pending = correspondences awaiting drafting that have been received by CV within 14 days 


Outstanding Number of CV Correspondences 


# ol correspondences 
jus ' 
t 
eS 


eg aay Biage Roy 


Miakicg © Paring 


From: Pasquier, Sandra (HC/SC) <sandra. ier nada.ca> 

Sent: 2020-11-23 10:32 AM 

To: Nguyen, David (HC/SC) <david.nguven@canada.ca>; Hiebert, Tanya (HC/SC) 
<tanya.hbiebert@canada.ca>; Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca>; Litowitz, Paul (HC/SC) 
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<paul.litowitz@canada.ca>; Mandel, Gillian (HC/SC) <gillian. mandel@canada.ca>; Gravel, 
Christopher (HC/SC) <christooher.gravel@canada.ca> 
Subject: Director's monthly message to staff - by 3pm Thursday Nov. 26 


Hi all, 


Please provide 1-2 bullets on key accomplishments from this past month to include into the Director’s 
monthly message to all staff by 3:00 pm Thursday, November 26, 2020. 


Thank you, 


Sandra Pasquier 

Assistante exécutive|Executive Assistant 

Bureau de la surveillance des produits de santé et de |’épidémiologie|Health Products Surveillance and 
Epidemiology Bureau 

Direction des produits de santé commercialisés|Marketed Health Products Directorate 

Santé Canada, gouvernement du Canada|Health Canada, government of Canada 


sandra.pasquier@canada.ca 
Tel: 613-793-6142 


From: Kay, Catherine (HC/SC) 


Sent: 2020-12-01 08:56 AM 
To: Leclerc, Celine (HC/SC) 
Subject: RE: Question re vaccine hospital page 


The approved copies still had buttons in them...the Dev does not and should not. Lisa thinks it was an 
error that no one realized and so she removed the buttons. | just wanted to double check that HPSEB 
was in agreement with this as Lisa was not 100% certain. They were so we are all good. We want 
hospitals and health professionals to report through the vaccine reporting in PHAC...ie not through 
CanadavVigilance. The pages ha the links to the vaccine reporting. If we add the button people might 
use it to report to CV...it was just confusion. We want to make the preferred route for reporting on the 
page...so it is easy. 


From: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca> 
Sent: 2020-12-01 8:29 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 
Subject: RE: Question re vaccine hospital page 


| kind of understand what Laura is saying but not sure if/how it was fixed on the dev link? 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-30 5:14 PM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.Jeclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 
Subject: FW: Question re vaccine hospital page 


FY! and for our records. 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-11-30 5:11 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Subject: RE: Question re vaccine hospital page 


Hi Catherine, 
Thanks for reaching out; | am glad we were able to discuss and clarify this! 


Paul; FYI indeed for hospitals and HCPs we do not want to have a button, but rather a link to PHAC on 
how to report via PHAC. This was missed during review but picked up by CPAB! 


Catherine, again, if there is anything urgent tonight, please don’t hesitate to message me. Exciting to 
know the posting is anticipated for tomorrow! 


Thanks, 
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Laura 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-30 4:46 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Subject: Question re vaccine hospital page 

Importance: High 


There is worry that there may be some confusion with regard to the vaccine hospital page. Is the 
button for reporting serious adverse reactions supposed to still be present on this page? Or should it 
be removed? Are hospitals supposed to report to us or to AEFI? Or both depending on the 
circumstances. | am not as familiar with the requirements and want to make sure we do not cause any 
confusion to stakeholders. 


If one of you can get back to me that would be much appreciated. 
If easier, please feel free to call me. 

Thanks, 

Catherine Kay 

Team Lead, Health Products and Food Branch 


Health Canada, Government of Canada 
catherine.kay@canada.ca /Tel: 613-793-8824 


Chef d’équipe, Direction générale des produits de santé et des aliments 
Santé Canada, Gouvernement du Canada 
catherine.kay@canada.ca/ Tél: 613-793-8824 


2 Michi ccigeelny 


son-OT 


2022001 233 
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From: Pasquier, Sandra (HC/SC) 


Sent: 2020-10-16 04:06 PM 

To: Kay, Catherine (HC/SC); Lada-Moldovan, Laura (HC/SC) 

Ce: Leclerc, Celine (HC/SC); Pink, Natasza (HC/SC); Smith, J Mark (HC/SC); 
Nguyen, David (HC/SC) 

Subject: RE: Vaccine Pages 

Hi Laura, 


| will share this information with DGO. 


Thanks, 
Sandra 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-10-16 11:51 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca> 

Cc: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Nguyen, David (HC/SC) 
<david.nguyen@canada.ca> 

Subject: RE: Vaccine Pages 


Thanks Laura. Completely understood that it might be outside of your control but definitely wanted to 
make sure that it was flagged so that all were aware. 


Thanks, 


Catherine 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-10-16 11:49 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca> 

Ce: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Nguyen, David (HC/SC) 
<david.nguyen@canada.ca> 

Subject: RE: Vaccine Pages 


Thanks for this background Catherine, it is good to know! 


Sandra; do you think we could include this note for DGO’s consideration, when sending the approval 
package to ADMO, for consideration in case the approval could be obtained before Oct 30th? 


At this point, | think it would be outside our control, but good to flag for their awareness in case it can 
be expedited. 


Thanks, 
Laura 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-10-16 11:22 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 
Subject: RE: Vaccine Pages 


Hi Laura, 


Thanks for getting back to me so quickly. There is some concern from CPAB with respect to if the 
updates take too long to be approved. Any capability that you have to move this forward more quickly 
is greatly appreciated. CPAB mentioned that they are actively working on the COVID-19 vaccine pages 
and the plan is to have them link to our updated reporting vaccine pages. We would like for all this to 
happen at the same time (ie both updates) if possible as our pages will get more and more views 
when the COVID-19 vaccine pages go live and will continue to increase in views as we approach the 
authorization of a vaccine. | believe the plan is to have the COVID-19 vaccine pages go live by the end 
of October. 


Please do let me know if you are able to move this forward before the end of the month or if you have 
any other questions. 


Céline or J. Mark please jump in if you have any further info to provide. 
Thank you, 


Catherine 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-10-16 10:40 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 
Subject: RE: Vaccine Pages 


Hi Catherine, 
Thanks for following up! 
We required more internal discussions on this topic to clarify between the types of vaccines and 


different scopes between PHAC and HC; we currently are in communication with DGO, who had some 
comments HPSEB needed to address before approving the briefing note intended for ADMO. 
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We have resubmitted our briefing note to DGO today, hoping it is satisfactory and can then be 
expedited to ADMO for approval (we are requesting ADMO approval by October 30, 2020). 


Let me know if you have any questions. 


Thanks, 
Laura 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-10-16 9:20 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 
Subject: FW: Vaccine Pages 


Hi Laura, 


| am following up on this request. CPAB is telling us that we need to publish this (hopefully next week). 
Do you know what the status of the approval for this is? Last | heard it was on its way to ADMO in 
mid-September. | have attached the last version of the content that | am aware of. 

Any insight you can provide is greatly appreciated. 


Please let me know if you have any questions or if you would like to discuss this further. 
Thanks, 


Catherine 


From: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca> 

Sent: 2020-10-16 9:13 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Smith, J Mark (HC/SC) 
<jmark.smith@canada.ca> 

Subject: FW: Vaccine Pages 


Céline Leclerc 

Marketed Health Products Directorate 

Health Products and Food Branch 

Health Canada, Government of Canada 
celine.leclerc@canada.ca / Tel: 613-793-5862 


Direction des produits de santé commercialisés 
Direction générale des produits de santé et des aliments 
Santé Canada, Gouvernement du Canada 
celine.leclerc@canada.ca / Tél: 613-793-5862 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-09-14 12:33 PM 
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To: Martin, David S (HC/SC) <davids.martin@canada.ca>; MacKay, Lisa (HC/SC) 
<lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Perfect, thank you to both for your quick response! 


Laura 


From: Martin, David S (HC/SC) <davids.martin@canada.ca> 

Sent: 2020-09-14 12:11 PM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


That looks fine to me. 
Thanks, 


David S. Martin 

Communications Advisor 

Health Products and Food Branch Unit 
Communications and Public Affairs Branch 
Health Canada 

Mobile: 613-297-2473 *NOTE NEW NUMBER 
e-mail: davids.martin@canada.ca 


From: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Sent: 2020-09-14 12:10 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Martin, David S (HC/SC) 
<davids.martin@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Some additions, 
Look good David? 


Once the current content on Health Canada’s web site is updated, an RSS feed 
update notice will be sent, cross-links will be added to biologics and drug what's new 
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and drug announcement pages and a social media tweet and linked-in post will be 
added to inform about the updates. The British Columbia Centre for Disease Control 
will also be informed via email. 


Lisa 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-14 12:07 PM 

To: Martin, David S (HC/SC) <davids.martin@canada.ca>; MacKay, Lisa (HC/SC) 
<lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Thanks Lisa/David, that would be great! 
Would it be accurate to update the ADMO Briefing note as follows then: 


Once the current content on Health Canada’s web site is updated, an RSS feed 
update notice will be sent and a social media post will be added to inform about the 
updates. The British Columbia Centre for Disease Control will also be informed via 
email. 


From: Martin, David S (HC/SC) <davids.martin@canada.ca> 

Sent: 2020-09-14 11:35 AM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 


| have no concerns with doing that at all. When the pages go live, we can do a SM post or two to 
notify the public and stakeholders that the content has moved/changed. 


Once we have an approximate live date, let me know and | can coordinate something. 
Thanks, 

David S. Martin 

Communications Advisor 


Health Products and Food Branch Unit 
Communications and Public Affairs Branch 
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Health Canada 
Mobile: 613-297-2473 *NOTE NEW NUMBER 
e-mail: davids.martin@canada.ca 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-14 10:18 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Martin, David S (HC/SC) <davids.martin@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Laura, 


We could maybe send out an RSS feed notice but we don’t usually push out updates. We could 
possible add a cross link on the BRDD and Drugs What’s new pages saying (Updated). 


David do you think they could have a tweet and or a Linked-In post? 
Thanks 
Lisa 


From: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 

Sent: 2020-09-14 9:39 AM 

To: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.Jeclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Good morning Lisa, 


Quick question; does CPAB plan to issue an alert for stakeholders on the website to notify that the 
content has been updated once done? 


We have plans to notify via email the BC stakeholder who initially raised these concerns, but wonder if 
there will be a notification other than the website being updated to notify of this change in content? 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Sent: 2020-09-13 9:29 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Cc: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
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<natasza.pink@canada.ca> 
Subject: RE: Vaccine Pages 


Yes — those look good. 
Thanks 


Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 

Lisa.Mackay@canada.ca 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-13 9:20 PM 

To: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Perfect, thanks Lisa, and agreed that these would need to be made for all landing pages. 


Would it be fine if we included the enclosed EN main page to capture the suggested changes for the 
ADMO approval package? 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-13 9:08 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Laura, 


Yes we can make those small changes to the descriptions. If we do make those changes though we 
should add them to all the landing pages. 
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Thanks 


Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 

Lisa.Mackay@canada.ca 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-12 9:53 PM 

To: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 


Yes, | was referring to this selection page indeed. While | understand that we will not be describing the 
vaccine landscape in Canada on this main page (but rather on each reporter type web pages), we 
were proposing additions to the reporter types, to clarify the selections. More precisely, there still 
seems to be confusion between the selections “hospital” and “health care provider”, so we are 
proposing to add the following qualifiers: 


*Who/what are you? (required) 

Consumer 

Hospital (including health care providers in a hospital setting) 
Health care provider (outside a hospital setting) 

Industry 


Could this change request still be considered please? 


Also, we had also flagged to Celine the following, hoping it could also be corrected when updating the 
web pages: 


PLEASE NOTE! We have noticed a translation error that affects all of the product pages on the 
reporting website (including the vaccine pages). 
In French, reporter should be translated as déclarant (NOT rapporteur). 
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Let me know if you have any questions. 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Sent: 2020-09-12 9:31 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Laura, 


\f you are talking about the selection page there will not be any changes on this one. The only changes 
will be on the instructional pages attached. 


Have a nice Sunday © 
Lisa 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-12 9:16 PM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 
No worries, | can certainly relate! © 
Thank you for reviewing and sharing your suggestions to improve the content, much appreciated! 


Would it be possible to also confirm if a final main page is available to include with attachments (it 
was not shared originally along with the other CPAB revised pages)? 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-11 7:57 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
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<natasza.pink@canada.ca> 
Subject: RE: Vaccine Pages 


Hi Laura, 

Sorry for the delay — what a week! 
Here are some suggested changes. 
Have a great weekend! 


Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 

Lisa.Mackay@canada.ca 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-10 12:48 PM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 
Please see enclosed the Briefing Note we are planning on sending to ADMO for concurrence. 


We'd appreciate having CPBA’s quick review, if possible. Could you please let us know if you have any 
comments (preferably before tomorrow COB, so that we can submit without further delays)? 


Also, is a final main page available to include with attachments (it was not shared originally along with 
the other CPAB revised pages)? 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 
Sent: 2020-09-07 5:31 PM 
To: Litowitz, Paul (HC/SC) <paul_litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
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<celine. leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 
<ghazal.eland@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Paul, 


CPAB ADM will not need to approve these pages. We may give them a heads up but only because of 
the sensitivity around vaccines right now. We will probably also flag to PCO comms. 


Gaya and Sophie can decide if they would like Pierre to approve, he was very involved with the 
original launch so | suspect he would appreciate a heads up but not sure if he needs to formally 
approve. 


We are working with PHAC, BRDD and TPD to develop web content on vaccines and treatments for 
COVID-19 and it sounds like the Drug Authorization Interim Order may go live this week. Other than 
that there is not any web clean up planned in the near future. 


Unfortunately the MHPD optimization had to be put on hold because of all the COVID-19 priorities. 
We are trying to do some smaller clean ups when we can, but the larger jobs will have to wait for now. 


If possible can you cc me on the briefing note, it could come in handy if CPAB or PCO has any 
questions. 


Let me know if you have any other questions. 
Thanks 


Lisa Mackay 
Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 
Lisa.Mackay@canada.ca 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-09-02 5:05 PM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
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Cc: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 
<ghazal.eland@canada.ca> 
Subject: RE: Vaccine Pages 


Hi Lisa, 


In discussion with our director Gaya and anticipation of sharing/seeking vaccine webpage approvals, 
she posed several questions. 


How does this work link — if at all — to the broader web cleanup? Does CPAB’s ADM approve the 
revised webpages (or only potentially Pierre)? 


We've been requested to create a short briefing note which would accompany the revised vaccine 
webpages during approvals. We can incorporate any comments that you might have on the questions 
posed, 


Many thanks, 
Paul 


From: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Sent: 2020-09-02 10:17 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Cc: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 
<ghazal.eland@canada.ca> 

Subject: RE: Vaccine Pages 


Sounds good — thanks Paul! 


Lisa Mackay 
Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 
Lisa. Mackay@canada.ca 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 
Sent: 2020-09-02 9:53 AM 
To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca>; Leclerc, Celine (HC/SC) 
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<celine. leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 
<ghazal.eland@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 
These revisions look great. 


We have a few very minor edits (e.g. small word addition on industry page in order to align with 
regulations) but do not plan any substantial changes. 


For next steps, we will seek program (HPSEB) director approval tomorrow, followed by MHPD DG 
approval. In the meantime, we’ve shared with our policy and clinical colleagues who previously were 
consulted/inputted. 


As in the past, we appreciate BSEIMS or CPAB will coordinate French translations. 


More to come shortly, 
Paul 


From: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Sent: 2020-09-01 5:05 PM 

To: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) 
<jmark.smith@canada.ca>; Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Cc: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 
<ghazal.eland@canada.ca> 

Subject: Vaccine Pages 


Hi all, 


As discussed we can not add text on the audience selection page but we do recommend adding some 
content on the individual pages. Here are the clean pages for your review. Please let us know if you 
have any concerns or changes. 


Thank you! 


Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique du 
Canada 

Tel/Tél: (613) 884-3293 

Lisa. Mackay@canada.ca 


Page: 174 of/de 458 
A2022001233 


From: Litowitz, Paul (HC/SC) 


To: Pasquier, Sandra (HC/SC) 

Cec: Nguyen, David (HC/SC); Lada-Moldovan, Laura (HC/SC); Cote2, Annick (HC/SC) 
Subject: RE: Directors monthly message to staff - by 3pm Thursday Nov. 26 

Date: 2020-12-01 10:48:00 AM 

Attachments: image001.png 

Hi Sandra, 

Updated PROS monthly message below. Thanks! 

Paul 


1. December 2019 changes to Health Canada website introduced partially incorrect 
instructions. Now, changes are correcting these instructions and make it clear that adverse 
reactions for vaccines should be submitted through only one reporting mechanism (i.e., the 
PHAC’s Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial 
Adverse Event Following Immunization (P/T AEFI) Surveillance System). The updated vaccine 
reporting instructions clarify established procedures and facilitate the adverse reaction 
reporting process for vaccines, including adverse events associated with COVID-related 
vaccines once marketed. 


The revisions direct hospital reporters to go through PHAC’s reporting process, as opposed 
to Health Canada’s reporting mechanism. This will align with the current process for other 
stakeholders, such as health care providers. Health professionals (working in a non-hospital 
setting) are required to report to their local health units, as per usual established process. 
Consumers will be encouraged to share their vaccine adverse event with a health 
professional, who can report via PHAC’s P/T AEFI mechanism on their behalf. 


2. PROS is developing its next quarterly mandatory reporting (MR) Newsletter, issue planned 
for January 2021, that also highlights MR for hospitals one-year anniversary. PROS 
appreciates joint efforts from other sections and their support developing newsletter 
content. The current outline proposes to include dashboard statistics, electronic reporting, 
COVID-19 updates and highlights on one year regulatory post-implementation. In addition, 
the newsletter “Did You Know” section plans to acknowledge mandatory hospital reporting 
of off-label pediatric use, serious ADRs resulting from drug exposure and compounded 
products. 


3. PROS is receiving close to 2000 inquiries per year within Canada Vigilance (CV) generic 
inbox. With the new Regulations for hospitals, staff turnover, and other competing priorities, 
this core activity has been in backlog for the past year, and have now undertaken a more 
aggressive plan to tackle it which includes pausing certain activities. As of Nov 30, 229 
correspondences are in backlog (+ 32 pending). Thanks to other HPSEB sections for their 
ongoing attention to CV correspondence requests. 


e §=Backlog = correspondences awaiting drafting that have been received by CV more than 14 
days ago 


e Pending = correspondences awaiting drafting that have been received by CV within 14 days 


Outstanding Number of CV Correspondences 


2 al correspondences 


Avia REeny 
2 Boy 


Wiarkicg W Persting 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Sent: 2020-11-23 10:32 AM 

To: Nguyen, David (HC/SC) <david.nguyen@canada.ca>; Hiebert, Tanya (HC/SC) 
<tanya.hiebert@canada.ca>; Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca>; Mandel, Gillian (HC/SC) <gillian.mandel@canada.ca>; Gravel, 
Christopher (HC/SC) <christopher.gravel@canada.ca> 

Subject: Director's monthly message to staff - by 3pm Thursday Nov. 26 


Hi all, 


Please provide 1-2 bullets on key accomplishments from this past month to include into the Director's 
monthly message to all staff by 3:00 pm Thursday, November 26, 2020. 


Thank you, 


Sandra Pasquier 

Assistante exécutive|Executive Assistant 

Bureau de la surveillance des produits de santé et de I’épidémiologie|Health Products Surveillance and 
Epidemiology Bureau 

Direction des produits de santé commercialisés|Marketed Health Products Directorate 

Santé Canada, gouvernement du Canada|Health Canada, government of Canada 


sandra.pasquier@canada.ca 
Tel: 613-793-6142 


Page: 176 of/de 458 
A2022001233 


From: Kay, Catherine (HC/SC) 


Sent: 2020-12-01 03:30 PM 

To: Litowitz, Paul (HC/SC) 

Ce: Simon, Craig (HC/SC); Watson2, Heather (HC/SC); Lada-Moldovan, Laura 
(HC/SC); Vu, Thanh (HC/SC); Leclerc, Celine (HC/SC); Smith, J Mark (HC/SC) 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - 


Concurrence (Vaccine reporting webpage) 


Hello, 
The pages are now live. Please see attached links. Let me know if there are any concerns. 


Main page 
https:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine.html 


httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin.html 


Consumer 
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/consumer.html 


https://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/consommateur.html 


Hospital 
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/hospital.html 


https:/Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/hopital. html 


Health Care Providers 
hitps://(www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/health-care-providers.html 


https://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/professionnels-sante.html 


industry 
https:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/industry.html 


httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/industrie.html 


Thank you, 


Catherine 
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From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-28 9:25 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 
<heather,watson2@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting 
webpage) 


Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 
Thanks, 

Paul 


Why is this product/guidance document being posted now? 

It is imperative that these changes be posted prior to approval of the first COVID vaccine (possibly as 
early as 7 December) in order to ensure that any adverse events are correctly reported for these 
vaccines. The December 2019 changes to Health Canada website introduced partially incorrect 
instructions. The current changes correct this error and make it clear that adverse reactions for 
vaccines should be submitted through only one reporting mechanism (i.e., the PHAC’s 
Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial Adverse Event 
Following Immunization (P/T AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine reporting 
instructions clarify established procedures and facilitate the adverse reaction reporting process for 
vaccines, including adverse events associated with COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, as opposed 
to Health Canada’s reporting mechanism. This will align with the current process for other 
stakeholders, such as health care providers. Health professionals (working in a non-hospital setting) 
are required to report to their local health units, as per usual established process. Consumers will be 
encouraged to share their vaccine adverse event with a health professional, who can report via 
PHAC’s P/T AEFI mechanism on their behalf. 


Are we expecting media attention? 
No, however, updating vaccine adverse reaction information on the Health Canada web site 
demonstrates the Department’s openness to collaborate and address stakeholder concerns. 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-27 7:35 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 


moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting 
webpage) 


Thanks so much Paul. | will await your response. 


Catherine 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-27 7:33 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting 
webpage) 


Hi Catherine, 

We can answer these questions, the associated BN should address most. Determining media attention 
might be subjective. We’re clarifying process but with a high profile subject matter. More to come. 
Thanks, 

Paul 


Sent from my iPhone 


On Nov 27, 2020, at 7:28 PM, Kay, Catherine (HC/SC) <catherine.kay@canada.ca> wrote: 


Hi, 


| just wanted to let you know that the English and French documents are with CPAB, 
They will be reviewing over the weekend and then sending to PCO. 

5 questions need to be answered for the vaccine package going over to PCO. | sent an 
email directly to Paul and Laura but was not sure if they verify emails over the weekend. 
| need answers to these questions (short answers are necessary ie 2-3 sentences max) 
either today or sometime over the weekend. 


Please let me know, at your earliest convenience, if someone from your team is able to 
action this by 5pm Sunday. 


Why is this product/guidance document being posted now? 
How will this change/affect what is currently on the site? 
Are we advising anything different? 

Who is the audience? 

Are we expecting media attention? 
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Please let me know if you have any questions. 
Thank you, 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-26 11:36 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul litowitz@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Catherine. 


C 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-26 10:55 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 


<heather.watson2@canada.ca> 
Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 


(Vaccine reporting webpage) 
Hi, 


We checked in with CPAB and they said it is doable but tight so we cannot make 
any guarantees. They understand that it is best to have these pages live before 
the first approval of a vaccine on December 7, 2020. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-26 9:05 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
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Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Good morning all, 


Our ADMO advisor has indicated that the pages should be posted before the first vaccine 
is approved. | just chatted with Sophie and she indicated that they are pushing to have 


the first approval on December 7. 


Ideally then, the pages would be posted December 4" Is this doable? 
We will need to communicate a plan to ADMO. 


Thanks, 
Craig 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-26 8:33 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Craig, and good morning. 


Catherine, for awareness the AER reporting pathway (diagram) doesn’t require further 
translation though may need some formatting. 


We are available to second review CPAB’s translation updates further to their plain 
language edits. 


Paul 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-25 8:17 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul litowitz@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
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<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks all, 


I’ve let ADMO that more time is needed. Tomorrow we can determine a realistic 
schedule and then communicate up. 


Cc 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-25 7:34 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Cc: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) 
<laura.lada-moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) <heather.watson2 @canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Paul. That is very helpful that phac has already okayed the content. E can try to 
figure out versions, what is new content and what still needs translation tomorrow 
morning. To note | was told that we need to build in an extra 48 hours into our process 
as Final English and French will need to go to MO and PCO for review and they need 
48hrs (business days) to review. 


So it does not sound like we can get it out before next week at the earliest. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 7:16 PM, Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> wrote: 


Hello, 

There may be some confusion. The initial webpages were all translated (by 
us). CPAB made some plain language edits and CPAB suggested that they 
could do those additional translations. So the initial work is complete and 
only translation updates are required. Hopefully that won’t take much 
time. 


CPAB should have the original webpage translations please let us know if 
they need. 


The AE reporting pathway table can be translated quickly and if needed by 
us tomorrow morning. 


PHACs vaccine vigilance working group (among other stakeholders), 
reviewed and concurred with the web page edits. 


Thanks, 
Paul 


Sent from my iPhone 


On Nov 25, 2020, at 6:32 PM, Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 


Thanks Catherine. 


On Nov 25, 2020, at 6:10 PM, Kay, Catherine 
(HC/SC) <catherine.kay@canada.ca> wrote: 


Hi 


We can try for sooner but | just can’t make 
guarantees. CPAB has a lot on their plate right 
now that is for the next few days. They may 
need to touch base to determine which of the 
priorities are most important. 


CPAB in theory could provide the translation of 
the words for the diagram and will translate the 
long description as well but would not be in 
charge of creating the diagram ( as the boxes 
would be different sizes because French text is 
always longer). As well, we will need to let them 
know if Phac has approved the content. 


| hope this helps. Please let me know if you 
would like to discuss further. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 5:34 PM, 
Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 


Thanks Catherine, 


While noon tomorrow seems to be 
out of the question, CPAB may 
(probably) be asked to give this a 
higher priority so that it is posted 


sooner than the suggested 7hygth 


We do not want to be the hold-up. 
Based on your message, MHPD is 
expected to provide the French 
version of the diagram, even 
thought we are not doing the 
translation. Within MHPD, who is 
responsible for that? Is there 
anything else we need to provide 
to CPAB? 


Thanks, 
Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 5:27 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2@canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
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MtADM - Concurrence (Vaccine 
reporting webpage) 


That would be correct. 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 5:20 PM 

To: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Cc: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| don’t know the answer to your 
questions, 


However, with respect to the 
ADM’s question about posting by 
noon tomorrow, CPAB’s answer 
appears to be negative. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 5:14 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
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Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2@canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Craig, 


Has this been reviewed and 
approved by PHAC (adverse events 
following immunization group (e.g. 
Nicolas Gilbert) as well? 

Also, we will need the pathway of 
adverse events diagram that is in 
all of the pages in French. 

CPAB has indicated that they are 
able to work on this but not right 
away due to some other 
urgencies. They could work on 
translation early next week, coding 
would take place later that week 
and with the pages going live 
around the 7? or 8". Does this 
timeline work? 


Please let me know if you have any 
questions or concerns. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 5:01 PM 

To: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 


Page: 186 of/de 458 
A2022001233 


Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2@canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| seem to recall some mention of 
CPAB involvement in the updates 
to these web pages. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 4:51 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi, 


My team received the documents 
for translation at 4:30. We are 
currently trying to determine how 
best to proceed. CPAB carries out 
the translation when they had a 
hand in developing the content or 
update. | do not believe that they 
were involved in any plain 
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language of the current web pages 
updates and therefore would not 
be responsible for the translation. 
Let me check a couple of options 
and get back to you. 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 4:42 PM 

To: Lada-Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca>; Kay, 
Catherine (HC/SC) 
<catherine.kay@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Subject: VERY URGENT - Update: 
MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Good evening, 


Please see ADMO’s question 
below about timing of posting and 
provide an update as soon as 
possible. 


Thanks, 
Craig 


From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Sent: 2020-11-25 4:22 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca> 
Cc: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 
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Hi Craig, 


| think | saw an email that the 
webpages were being sent to 
CPAB for translation. Do you know 
if that has happened? 


Thanks, 
Thanh 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 2020-11-25 1:10 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Cc: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi — Any idea when CPAB is able to 
make these pages go live? Pierre 
is wondering if it’s doable before 
the vaccine tech briefing 
happening with Supriya and Dr. 
Njoo tomorrow noon-ipm.... 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 
Sent: 2020-11-24 5:18 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Thank you! 
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From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 2020-11-24 4:28 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


This is coming back down through 
Briefing, but just to let you know 
that it’s approved © 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca> 
Sent: 2020-11-24 3:56 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Thanks for checking Melissa, 


Yes this are good to go - and 
should help simplify reporting for 
“outsiders”. Please let Pierre know 
that we hav addressed Supriya’s 
comments. Thanks, Kelly 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 2020-11-24 3:53 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Subject: FW: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 
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Hi — Just wanted to quickly check 
in to confirm that you are still 
comfortable with this going to 
Pierre for approval today, and that 
no adjustments are necessary 
based on the flu ADR discussions? 
| notice these pages link to the 
Vaccines and Immunization home 
page, which is good. Lots of good 
info there....although not sure how 
easy it is to find for an outsider! 


Melissa 


From: Racine, Natalie (HC/SC) 
<natalie.racine@canada.ca> On 
Behalf Of HPFB Briefing / 
Informations DGPSA (HC/SC) 
Sent: 2020-11-24 9:24 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Cc: HPFB Briefing / Informations 
DGPSA (HC/SC) <hc.hpfb.briefing- 
informations.dgpsa.sc@canada.ca 
> 

Subject: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Good Morning Melissa, 


Please find revised 
Memo. | have attached 
the Clean and Track 
Change version for ease 
of reference. 


Thank you, 
Nat 
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From: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca> 
Sent: 2020-11-19 10:34 AM 

To: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Cc: HPFB Briefing / Informations 
DGPSA (HC/SC) <he.hpfb.briefing- 
informations.dgpsa.sc@canada.ca 
> 

Subject: RE: Request for update: 
MECS #20-113181-818 (Vaccine 
reporting webpage) 


Hi Thanh, 

| sent back comments from 
Supriya via HPFB Briefing on 
October 27 (see attached). Did 
these reach MHPD? 


Melissa 


From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Sent: 2020-11-19 10:26 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Subject: Request for update: MECS 
#20-113181-818 (Vaccine 
reporting webpage) 

Importance: High 


Hi Melissa, 


Can | please get an update on the 
memo to the ADM regarding 
changes to the vaccine reporting 
webpages? 


The revisions to the vaccine 
webpages will ensure that 
accurate information appears 
online, improve clarity of vaccine 
reporting instructions and 
facilitate adverse reaction 
reporting. We need to have the 
information updated ASAP as flu 
season is emerging and we want 
to ensure stakeholders are well 
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informed of their regulatory 
requirements for reporting of 
vaccine adverse events. In 
addition, we need to have this 
information ready for vaccines 
related to COVID-19. 


We had requested HPFB ADM 
concurrence by October 30, 2020. 
Please let us know if you need any 
information. 


Thanks, 
Thanh 
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ATIA -19(1) 


From: Litowitz, Paul (HC/SC) 

To: Rose, Jhona (HC/SC) 

Subject: RE: Updated vaccine reporting webpages 
Date: 2020-12-01 9:05:00 PM 

You too! 


From: Rose, Jhona (HC/SC) <jhona.rose@canada.ca> 

Sent: 2020-12-01 8:48 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Canada Vigilance (HC/SC) 
<hc.canada.vigilance.sc@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: RE: Updated vaccine reporting webpages 


Thank you Laura. | will share this news at our upcoming VVWG. 
Thank you all. Good work! 
Jhona 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-12-01 8:40 PM 


To: Canada Vigilance (HC/SC) <he.canada.vigilance.sc@canada.ca>; Rose, Jhona (HC/SC) 


<jhona.rose@canada.ca 


Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 
Subject: FW: Updated vaccine reporting webpages 


Hi CV, 


We had promised that we would inform EE (8c stakeholder) once the vaccine reporting 
instructions website were updated. Can we please prepare a message to this effect to lot know? 


To my awareness, the last message was sent tojfJunder MRH-0000899, advising that we are still 
working towards making the revisions (Nov 9) and that we would infor once completed. 


Jhona; FYl and also, do you have a VVWG meeting coming up soon where you can flag this to PHAC 
(if not already done ©)? For your consideration please. 


Thanks, 


Laura 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 
Sent: 2020-12-01 3:49 PM 


To: Brutus-Lopez, Marie-Claude (HC/SC) <marie-claude.brutus-lopez@canada.ca>; Chen, Chris 
(HC/SC) <chris.chen@canada.ca>; Dusko, Natasza (HC/SC) <natasza.dusko@canada.ca>; Gasinzigwa, 
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Sarah (HC/SC) <sarah.gasinzigwa@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Leung, Jessica (HC/SC) <jessica.leung@canada.ca>; Pilon, Daphne (HC/SC) 
<daphne.pilon@canada.ca>; Ptasznik, Elizabeth (HC/SC) <elizabeth.otasznik@canada.ca>; Saliba, Lee 
(HC/SC) <lee.saliba@canada.ca>; Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca>; Tsui, 


Zachary (HC/SC) <zachary.tsui@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 
Subject: FW: Updated vaccine reporting webpages 


fyi 


From: Litowitz, Paul (HC/SC) 

Sent: 2020-12-01 3:49 PM 

To: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires coordinateurs F.SC 
<he.mhpdhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca> 
Cc: Rose, Jhona (HC/SC) <jhona.rose@canada.ca> 

Subject: Updated vaccine reporting webpages 


Hi everyone, 
Sharing for awareness. 


You may know, December 2019 changes to our website introduced partially incorrect instructions. 
Below (web links), correct these instructions and make it clear that adverse reactions for vaccines 
should be submitted through only one reporting mechanism (i.e., the PHAC’s Provincial/Territorial 
Adverse Event Following Immunization Provincial/Territorial Adverse Event Following Immunization 
(P/T AEFI) Surveillance System). The updated vaccine reporting instructions clarify established 
procedures and facilitate the adverse reaction reporting process for vaccines, including adverse 
events associated with COVID-related vaccines once marketed. 


Thanks to everyone who input into these updates, 
Paul 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-12-01 3:30 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; 
Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hello, 


The pages are now live. Please see attached links. Let me know if there are any concerns. 
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Main page 
httos://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine.himl 


httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin.html 


Consumer 
https://www.canada.ca/en/health-canada/servi rugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/consumer.html 


httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/consommateur.html 


Hospital 
https:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/hospital. html 


httos:/www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/hopital. html 


Health Care Providers 
httos://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 


reaction-reporting/vaccine/health-care-providers.html 


fr/sante-canada/services/medicaments-produits-sante/m et- 
o laration-effets-indesirables/vaccin/professionnels-sante.html 


Industry 
https:/www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/industry.html 


httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/industrie.html 


Thank you, 


Catherine 


From: Litowitz, Paul (HC/SC) <paul litowi canada.ca> 

Sent: 2020-11-28 9:25 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simen@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson? @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 
Thanks, 

Paul 


Page: 196 of/de 458 
A2022001233 


Why is this product/guidance document being posted now? 

It is imperative that these changes be posted prior to approval of the first COVID vaccine (possibly as 
early as 7 December) in order to ensure that any adverse events are correctly reported for these 
vaccines. The December 2019 changes to Health Canada website introduced partially incorrect 
instructions. The current changes correct this error and make it clear that adverse reactions for 
vaccines should be submitted through only one reporting mechanism (i.e., the PHAC’s 
Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial Adverse Event 
Following Immunization (P/T AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine reporting 
instructions clarify established procedures and facilitate the adverse reaction reporting process for 
vaccines, including adverse events associated with COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, as opposed 
to Health Canada’s reporting mechanism. This will align with the current process for other 
stakeholders, such as health care providers. Health professionals (working in a non-hospital setting) 
are required to report to their local health units, as per usual established process. Consumers will be 
encouraged to share their vaccine adverse event with a health professional, who can report via 
PHAC’s P/T AEFI mechanism on their behalf. 


Are we expecting media attention? 
No, however, updating vaccine adverse reaction information on the Health Canada web site 
demonstrates the Department’s openness to collaborate and address stakeholder concerns. 


From: Gasinzigwa, Sarah (HC/SC) 


To: Tsui, Zachary (HC/SC) 
Subject: RE: MRH-0000937 FW: Updated vaccine reporting webpages 
Date: 2020-12-16 9:21:00 AM 


TTT aan === [2 


Thanks Zach! I’ve finished adding all other comments and closed the newsletter core word doc now, 
so it should be available for you to update when ready. 
Thanks again! 


From: Tsui, Zachary (HC/SC) <zachary.tsui@canada.ca> 

Sent: 2020-12-16 9:07 AM 

To: Gasinzigwa, Sarah (HC/SC) <sarah.gasinzigwa@canada.ca> 
Subject: RE: MRH-0000937 FW: Updated vaccine reporting webpages 
Hi Sarah, 

Yup, I'll prepare some lines for the vaccine to add to the newsletter. 
Thanks, 

Zachary 


From: Gasinzigwa, Sarah (HC/SC) <sarah.gasinzigwa@canada.ca> 

Sent: 2020-12-16 8:49 AM 

To: Tsui, Zachary (HC/SC) <zachary.tsui@canada.ca> 

Subject: FW: MRH-0000937 FW: Updated vaccine reporting webpages 

Hi Zachary, 

I'm just finalizing the newsletter core by adding the other comments received. Could you please 
consider Paul’s email below and prepare some lines on the vaccine to add to the newsletter core 
before our 10am meeting this morning? 

Thanks! 

Sarah 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-12-14 2:47 PM 

To: Gasinzigwa, Sarah (HC/SC) <sarah.gasinzigwa@canada.ca>; Tsui, Zachary (HC/SC) 
<zachary.tsui@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Chen, Chris (HC/SC) 
<chris.chen@canada.ca> 

Subject: RE: MRH-0000937 FW: Updated vaccine reporting webpages 

Hi guys, 

As mentioned below for inclusion in the newsletter. Also please pull 1-2 sentences/link(s) on COVID- 
vaccines from our website (approved wording) to include in the COVID section/update please. 
Thanks! 

Health Canada’s Canada Vigilance Program online content offering guidance with respect to vaccine adverse 


reaction reporting has been updated. The revisions clarify established procedures and facilitate adverse reaction 
reporting for vaccines, including adverse events associated with COVID-related vaccines. 

1. Consumers: Encourage consumers to share their vaccine adverse event with their health care provider, who 
will then submit an adverse events following immunization (AEFI) form to their local public health unit on 
their behalf. 

2. Hospital reporters: The revisions clarify and align hospital stakeholders to report vaccine adverse events 
through Public Health Agency of Canada (PHAC)’s reporting process. 

3. Health professionals: Health professionals (working in a non-hospital setting) are required to report to their 
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local health units, as per usual established process. 
4. Manufacturers: Market authorization holders of all drugs, including vaccines, must report serious adverse 
drug reactions as per Canada's Food and Drugs Act and Regulations. 
Please consult the reporting a side effect to a vaccine web page for more information about adverse reaction 
reporting for marketed health products, such as vaccines. 


From: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 

Sent: 2020-12-11 2:45 PM 

To: Chen, Chris (HC/SC) <chris.chen@canada.ca>; Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 
Subject: RE: MRH-0000937 FW: Updated vaccine reporting webpages 

Importance: High 

Thanks for drafting Chris, it looks great! Paul; do you have any comments on the message? 


Thank you for your suggestion Chris; this is actually what we were hoping for the Dec issue, but the 
item was postponed to a future iteration to ensure the changes would be implemented on the 
online content, before we could share this further. 

Considering the changes have now been incorporated, | think would be great if there is still time to 
include, although | believe the final draft went out for manager review already. 

Paul; what do you think? 

If there is still an opportunity, perhaps something like the following. Also, should we mention 
anything about the first COVID vaccine being approved by HC in the COVID section? 

Health Canada’s Canada Vigilance Program online content offering guidance with respect to vaccine adverse 
reaction reporting has been updated. The revisions clarify established procedures and facilitate adverse reaction 
reporting for vaccines, including adverse events associated with COVID-related vaccines. 

1. Consumers: Encourage consumers to share their vaccine adverse event with their health care provider, who 
will then submit an adverse events following immunization (AEFI) form to their local public health unit on 
their behalf. 

2. Hospital reporters: The revisions clarify and align hospital stakeholders to report vaccine adverse events 
through Public Health Agency of Canada (PHAC)’s reporting process. 

3. Health professionals: Health professionals (working in a non-hospital setting) are required to report to their 


local health units, as per usual established process. 
4. Manufacturers: Market authorization holders of all drugs, including vaccines, must report serious adverse 
drug reactions as per Canada's Food and Drugs Act and Regulations. 
Please consult the reporting a side effect to a vaccine web page for more information about adverse reaction 


reporting for marketed health products, such as vaccines. 


From: Chen, Chris (HC/SC) <chris.chen@canada.ca> 

Sent: 2020-12-11 10:12 AM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lacda- 
moldovan@canada.ca> 

Subject: FW: MRH-0000937 FW: Updated vaccine reporting webpages 

Hi Paul and Laura, 

Can you please review this correspondence TR 3 stakeholder), letting know of 
the revisions made to the vaccine reporting page? Do you both think it’s also worthwhile to include 
this information in our hospital newsletter (current or future) as COVID vaccines are slowly marketed 
out in Canada? 

Thanks, 

Chris 
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Thank you for your continued commitment on the improvement of Health Canada’s online content 
for vaccine reporting instructions. 

We would like to update you regarding the revision and improvement of the “Report a side effect” 
webpage, as proposed in the email sent to you on May 8, 2020. We are pleased to inform you of the 
following revisions made to reporting a side effect to a vaccine: 

1. Consumers: Encourage consumers to share their vaccine adverse event with their health care 
provider, who will then submit an adverse events following immunization (AEFI) form to 
their local public health unit on their behalf. 

2. Hospital reporters: The revisions clarify and align hospital stakeholders to report vaccine 
adverse events through Public Health Agency of Canada (PHAC)’s reporting process. 

3. Health professionals: Health professionals (working in a non-hospital setting) are required to 
report to their local health units, as per usual established process. 

4. Manufacturers: Market authorization holders of all drugs, including vaccines, must report 
serious adverse drug reactions as per Canada’s Food and Drugs Act and Regulations. 

We hope we were able to address your concerns, and that you find this information useful. Health 
Canada remains committed to ensuring the transmission of clear and accurate information. 
Please do not hesitate to contact the Canada Vigilance Program if you need further information. 
Regards, 

Canada Vigilance Program 

Programme Canada Vigilance 


From: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Sent: 2020-12-04 3:22 PM 

To: Chen, Chris (HC/SC) <chris.chen@canada.ca> 

Subject: MRH-0000937 FW: Updated vaccine reporting webpages 


\\Ner-a-irbvis\IRBVI\HC\HPFB\MHPD\MHPSEIB-PROS\COMMUNICATIONS 
NQUIRIES\Corr ndence\Mandatory Reporting for H itals\2020\MRH- 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-12-01 9:58 PM 

To: Rose, Jhona (HC/SC) <jhona.rose@canada.ca>; Canada Vigilance (HC/SC) 
<hce.canada vigilance.sc@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Subject: RE: Updated vaccine reporting webpages 

Thanks Jhona, and thank you for all your help through this as well! © 


From: Rose, Jhona (HC/SC) <jhona.rose@canada.ca> 

Sent: 2020-12-01 8:48 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca>; Canada Vigilance (HC/SC) 
<he.canada.vigilance.sc@canada.ca> 


Ce: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 
Subject: RE: Updated vaccine reporting webpages 


Thank you Laura. | will share this news at our upcoming VVWG. 
Thank you all. Good work! 
Jhona 
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From: Lada-Moldovan, Laura (HC/SC) <laura.jada-moldovan@canada.ca> 

Sent: 2020-12-01 8:40 PM 

To: Canada Vigilance (HC/SC) <he.canada.vigilance.sc@canada.ca>; Rose, Jnona (HC/SC) 
<jnona.rose@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: FW: Updated vaccine reporting webpages 

Hi CV, 

We had promised that we would inform fi (8c stakeholder) once the vaccine reporting 
instructions website were updated. Can we please prepare a message to this effect to tet know? 
To my awareness, the last message was sent tolfffunder MRH-0000899, advising that we are still 
working towards making the revisions (Nov 9) and that we would inform once completed. 
Jhona; FYl and also, do you have a VVWG meeting coming up soon where you can flag this to PHAC 
(if not already done ©)? For your consideration please. 

Thanks, 

Laura 


From: Litowitz, Paul (HC/SC) <paul Jitowitz@canada.ca> 

Sent: 2020-12-01 3:49 PM 

To: Brutus-Lopez, Marie-Claude (HC/SC) <marie-claude.brutus-lopez@canada.ca>; Chen, Chris 
(HC/SC) <chris.chen@canada.ca>; Dusko, Natasza (HC/SC) <natasza.dusko@canada.ca>; Gasinzigwa, 
Sarah (HC/SC) <sarah.gasinzigwa@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Leung, Jessica (HC/SC) <jessica.leung@canada.ca>; Pilon, Daphne (HC/SC) 
<daphne.pilon@canada.ca>; Ptasznik, Elizabeth (HC/SC) <elizabeth.ptasznik@canada.ca>; Saliba, Lee 
(HC/SC) <lee.saliba@canada.ca>; Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca>; Tsui, 
Zachary (HC/SC) <zachary.tsui@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Subject: FW: Updated vaccine reporting webpages 

fyi 

From: Litowitz, Paul (HC/SC) 

Sent: 2020-12-01 3:49 PM 

To: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires coordinateurs F.SC 
<he.mhodhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca> 

Ce: Rose, Jhona (HC/SC) <jhona.rose@canada.ca> 

Subject: Updated vaccine reporting webpages 

Hi everyone, 

Sharing for awareness. 

You may know, December 2019 changes to our website introduced partially incorrect instructions. 
Below (web links), correct these instructions and make it clear that adverse reactions for vaccines 
should be submitted through only one reporting mechanism (i.e., the PHAC’s Provincial/Territorial 
Adverse Event Following Immunization Provincial/Territorial Adverse Event Following Immunization 
(P/T AEFI) Surveillance System). The updated vaccine reporting instructions clarify established 
procedures and facilitate the adverse reaction reporting process for vaccines, including adverse 
events associated with COVID-related vaccines once marketed. 

Thanks to everyone who input into these updates, 

Paul 


From: Kay, Catherine (HC/SC) <catherine. kay@canada.ca> 
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Sent: 2020-12-01 3:30 PM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; 
Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 

Hello, 

The pages are now live. Please see attached links. Let me know if there are any concerns. 

Main page 
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine.html 
https:/Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin.html 

Consumer 

https:/Awww.canada.ca/en/health-canada/services/drugs-health-pr 


reaction-reporting/vaccine/consumer.html 


/ www. : i i 
canada/declaration-effets-indesirables/vaccin/consommateur.html 

Hospital 
httos:/www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/hospital. html 
httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/hopital. html 

Health Care Providers 


https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-can verse- 
r ion-r ing/vaccine/health-care-providers.html 
https://www.can .ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
n claration-effets-indesirables/vaccin/professionnels-sante.html 
Industry 


httos:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/industry.html 
httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/industrie.hitml 

Thank you, 


Catherine 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-28 9:25 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson? @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 

Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 

Thanks, 

Paul 
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Why is this product/guidance document being posted now? 

It is imperative that these changes be posted prior to approval of the first COVID vaccine (possibly as 
early as 7 December) in order to ensure that any adverse events are correctly reported for these 
vaccines. The December 2019 changes to Health Canada website introduced partially incorrect 
instructions. The current changes correct this error and make it clear that adverse reactions for 
vaccines should be submitted through only one reporting mechanism (i.e., the PHAC’s 
Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial Adverse Event 
Following Immunization (P/T AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine reporting 
instructions clarify established procedures and facilitate the adverse reaction reporting process for 
vaccines, including adverse events associated with COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, as opposed 
to Health Canada’s reporting mechanism. This will align with the current process for other 
stakeholders, such as health care providers. Health professionals (working in a non-hospital setting) 
are required to report to their local health units, as per usual established process. Consumers will be 
encouraged to share their vaccine adverse event with a health professional, who can report via 
PHAC’s P/T AEFI mechanism on their behalf. 


Are we expecting media attention? 
No, however, updating vaccine adverse reaction information on the Health Canada web site 
demonstrates the Department’s openness to collaborate and address stakeholder concerns. 


From: Sarazin-Frey, Myriam (HC/SC) 


To: Canada Vigilance (HC/SC) 
Subject: RE: 2022-002023 Fw: Inability to Report Adverse Effects of Moderna Covid Booster 
Date: 2022-01-19 10:03:00 AM 


TTT aliases we 


Merci bcp Hafsa! 


From: Canada Vigilance (HC/SC) <canadavigilance@hc-sc.gc.ca> 

Sent: 2022-01-19 9:04 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@hc-sc.gc.ca>; Brutus-Lopez, Marie-Claude (HC/SC) <marie- 
claude. brutus-lopez@hc-sc.gc.ca>; Popovic, Katarina (HC/SC) <katarina.popovic@hc-sc.gc.ca> 

Ce: Sarazin-Frey, Myriam (HC/SC) <myriam.sarazin-frey@hc-sc.gc.ca>; Vasiliu, Alexandra (HC/SC) 
<Alexandra.Vasiliu@hc-sc.gc.ca> 

Subject: RE: 2022-002023 Fw: Inability to Report Adverse Effects of Moderna Covid Booster 


Hello all, 
Thank you for the input. 


@MC: PUB-001826 hasn’t been sent out yet. It is still open and currently with Katarina for drafting. 
Incoming can be found here (if still needed) 


@Paul and Katarina: As PUB-001826 is still open and with Katarina for drafting, I’m just going to 
track this under the same tracking number (PUB-001826) as a follow-up and Katarina can 
incorporate both emails (the original that was assigned to her and this follow-up) in her draft. 


@Katarina: I'll be sending you the email with its attachments shortly. 


Thanks all! 
Hafsa 


From: Litowitz, Paul (HC/SC) <paul litowitz@hc-sc.gc.ca> 

Sent: 2022-01-19 8:24 AM 

To: Brutus-Lopez, Marie-Claude (HC/SC) <marie-claude.brutus-lopez@hc-sc.gc.ca>; Canada Vigilance 
(HC/SC) <canadavigilance@hc-sc.gc.ca> 

Ce: Sarazin-Frey, Myriam (HC/SC) <myriam.sarazin-frey@hc-sc.gc.ca>; Vasiliu, Alexandra (HC/SC) 
<Alexandra.Vasiliu@hc-sc.gc.ca>; Popovic, Katarina (HC/SC) <katarina.popovic@hc-sc.gc.ca> 
Subject: RE: 2022-002023 Fw: Inability to Report Adverse Effects of Moderna Covid Booster 


Hi guys, 
Sorry to jump in a bit late. 


CV- Yes please, assign (assuming the initial inquiry from this reporter remains in-house, in can be 
referenced and addressed in one outgoing response). 


Thanks Alex/CV. 
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Katarina- If you see issues, please flag. But looking forward to reviewing. Also, would like to flag to 
Craig (another example of urgency to update vaccine reporting web pages). 


From: Brutus-Lopez, Marie-Claude (HC/SC) <marie-claude brutus-lopez@hc-sc.gc.ca> 
Sent: 2022-01-19 7:35 AM 


To: Canada Vigilance (HC/SC) <canadavigilance@hc-sc.gc.ca> 
Ce: Sarazin-Frey, Myriam (HC/SC) <myriam.sarazin-frey@hc-sc.gc.ca>; Litowitz, Paul (HC/SC) 


<paul litowitz@hc-sc.gc.ca> 
Subject: RE: 2022-002023 Fw: Inability to Report Adverse Effects of Moderna Covid Booster 


Hi Alex, 
| don’t see PUB-1826 attached, nor her incoming correspondence that led us to draft PUB-1826. 
Would you mind providing those? 


Thanks, 
Mc 


From: Sarazin-Frey, Myriam (HC/SC) <myriam.sarazin-frey@hc-sc.gc.ca> 

Sent: 2022-01-17 10:15 AM 

To: Litowitz, Paul (HC/SC) <paul. litowitz@hc-sc.gc.ca>; Brutus-Lopez, Marie-Claude (HC/SC) <marie- 
- z@hc-sc.gc.ca> 

Cc: Canada Vigilance (HC/SC) <canadavigilance@hc-sc.gc.ca 

Subject: FW: 2022-002023 Fw: Inability to Report Adverse Effects of Moderna Covid Booster 


Hi Alex, 


Thanks for reaching out! Great question. Can we with certainty link this email or CTU’s Health 
Product Complaint Acknowledgement Letter: Reference Number: 2022-002023 to PUB-001826? If 
so then | believe it would be reasonable to create PUB-1826.1. if we can’t I’d recommend a new PUB 
number and note in the comments that this reporter was previously sent a correspondence (PUB- 
1826). 


Regardless, | believe it would be best to assign the response to Katarina given she drafted PUB-1826. 
Paul, MC do you concur? 


Thanks, 
Myriam 


From: Canada Vigilance (HC/SC) <canadavigilance@hc-sc.gc.ca> 

Sent: 2022-01-17 10:08 AM 

To: Sarazin-Frey, Myriam (HC/SC) <myriam.sarazin-frey@hc-sc.gc.ca> 

Subject: FW: 2022-002023 Fw: Inability to Report Adverse Effects of Moderna Covid Booster 
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Good morning Myriam, 


& 


(Please see attached, PUB-001826 — assigned to Katarina). 


Thanks, 


Alex 


ITHHELD / RETENUE 


(Are) exempted and/or excluded pursuant to section(s) 
t(sont) exemptée(s) et/ou exclus en vertu de(s)(I')article(s) 


(1) 

Subject to subsection (2), the head of a government institution shall refuse to disclose any record requested under this Act that 
ntains personal information as defined in section 3 of the Privacy Act 

Sous réserve du paragraphe (2), le responsable d’une institution fédérale est tenu de refuser la communication de documents 
ntenant les renseignements personnels visés a l'article 3 de la Loi sur la protection des renseignements personnels 


ITHHELD / RETENUE 


(Are) exempted and/or excluded pursuant to section(s) 
t(sont) exemptée(s) et/ou exclus en vertu de(s)(I')article(s) 


(1) 

Subject to subsection (2), the head of a government institution shall refuse to disclose any record requested under this Act that 
ntains personal information as defined in section 3 of the Privacy Act 

Sous réserve du paragraphe (2), le responsable d’une institution fédérale est tenu de refuser la communication de documents 
ntenant les renseignements personnels visés a l'article 3 de la Loi sur la protection des renseignements personnels 


From: Dusko, Natasza (HC/SC) 


To: Dusko, Natasza (HC/SC) 

Subject: FW: Vaccine Reporting Web Page: 20-113181 - 818 for / pour: Approved/Approuvé 
Date: 2022-12-23 8:17:01 AM 

Attachments: image002.png 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-25 1:28 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Lapenskie, Teena (HC/SC) 
<teena.lapenskie@canada.ca> 

Cc: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) 
<jmark.smith@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Dusko, 
Natasza (HC/SC) <natasza.dusko@canada.ca>; Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 
Subject: RE: Vaccine Reporting Web Page: 20-113181 - 818 for / pour: Approved/Approuvé 


Hi Catherine (and Teena), 


In the past, CPAB has conducted French translations, we appreciate this standard approach will 
continue to be employed. 


Teena, for consideration could HPSEB DO admin team provide the approved web pages from MECS to 
Catherine? 


Thank you, 
Paul 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-25 12:12 PM 

To: Litowitz, Paul (HC/SC) <paul.litowit anada.ca> 

Ce: Dusko, Natasza (HC/SC) <natasza.dusko@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.Jada- 
moldovan@canada.ca>; Leclerc, Celine (HC/SC) <celine. leclerc@canada.ca>; Smith, J Mark (HC/SC) 
<jmark.smith@canada.ca> 


Subject: RE: Vaccine Reporting Web Page: 20-113181 - 818 for / pour: Approved/Approuvé 

Hi Paul, 

Please provide the updated pages (ie track changes from the original pages currently on the web) along 
with the French translations of each of these and then we can process them and share with CPAB for 
the updates to be made. 

Please let me know if you have any questions. 


Thank you, 


Catherine 
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From: Kay, Catherine (HC/SC) 

Sent: 2020-11-25 10:51 AM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Dusko, Natasza (HC/SC) <natasza.dusko@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.Jada- 
moldovan@canada.ca>; Leclerc, Celine (HC/SC) <celine. Jeclerc@canada.ca>; Smith, J Mark (HC/SC) 


<jmark.smith@canada.ca> 
Subject: RE: Vaccine Reporting Web Page: 20-113181 - 818 for / pour: Approved/Approuveé 


This is great news Paul! We will be in touch with next steps. 


Catherine 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-25 8:09 AM 

To: Kay, Catherine (HC/SC) <catherine. kay@canada.ca> 

Cc: Dusko, Natasza (HC/SC) <natasza.dusko@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Leclerc, Celine (HC/SC) <celine. leclerc@canada.ca>; Smith, J Mark (HC/SC) 
<j i a.ca> 

Subject: FW: Vaccine Reporting Web Page: 20-113181 - 818 for / pour: Approved/Approuvé 


For awareness. Please let us know if there are any next for HPSEB. Thank you, Paul 


From: Pinard, Mike (HC/SC) <mike.pinard@canada.ca> 

Sent: 2020-11-25 8:03 AM 

To: HC.F MHPD HPSEB Assistants F.SC <he.mhpdhps istants.sc nada.ca> 

Cc: HC.F MHPD HPSEB Managers / DPSC HPSEB Gestionnaires F.SC <hc.mhpdhpsebmanagers- 
dpschpsebgestionnaires.sc@canada.ca>; HC.F MHPD Action Requests F.SC 

<MHPD_ Action Regquests@c a.ca> 

Subject: Vaccine Reporting Web Page: 20-113181 - 818 for / pour: Approved/Approuvé 


Hi HPSEB, 
The vaccine reporting webpage file has been approved by ADMO. Audit to follow. 


Thanks 


From: Nathalie Choquette [mailto:nathalie.choquette@hc-sc.gc.ca] 

Sent: 2020-11-24 6:30 PM 

To: Zigayer, Alyson (HC/SC); Geoffrion, Frederic (HC/SC); MHPD / DPSC (HC/SC); Pinard, Mike (HC/SC); 
Thin, Sophea (HC/SC) 

Subject: 20-113181 - 818 for / pour: Approved/Approuvé 


a | Canis eats 


Audit Trail / Suivi de vérification 
Branch Correspondence / Correspondance des directions générales 


Canac 


Subject / Sujet: 20-113181 - 818 for / pour: Approved/Approuvé 


20-113181 - 818 


HPFB-ADM-ADMO 


Nathalie Choquette/HC-SC/GC/CA 


Comment / Commentaires: 


Organization/Organisme 
HPFB-MHPD-DGO 


| /Person/Personne 
| Alyson Zigayer/HC-SC/GC/CA 


2020-11-24 


Document Status / Statut du dossier: Closed/Fermé 


Action / Intervention: Approved/Approuvé 


Here is the link to document / Voici le lien au document: O 


The documents provided to you may contain personal information. 
If you have received these documents in error, notify the MECS-USER-SUPPORT group immediately. 


Les documents qui vous sont fournis peuvent contenir des renseignements personnels. 
Si vous avez regu ces documents par erreur, avisez immédiatement le groupe courriel des MECS-USER-SUPPORT. 


Created By / Créé par: Nathalie Choquette 


Date Created / Créé le: 2020-1 1-24 . 
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From: Gasinzigwa, Sarah (HC/SC) 

To: Sarazin-Frey, Myriam (HC/SC) 

Subject: FW: To send out FW: MRH-0000634 RE: Instructions on Canada.ca re. AEFI reporting 
Date: 2022-12-23 12:05:47 PM 


From: Gasinzigwa, Sarah (HC/SC) <sarah.gasinzigwa@canada.ca> 

Sent: 2020-06-04 12:03 PM 

To: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 

Subject: To send out FW: MRH-0000634 RE: Instructions on Canada.ca re. AEFI reporting 


dear 


gth 


We are writing to follow up on our email from May 8", 2020, as we have not received further comments regarding the proposed 


changes for the “Report a side effect” webpage. 


We value your input and wish to ensure that these revisions address the concerns you brought forth with respect to our online 
content. For your convenience, please find attached the second draft for your review and feedback. 


Please do not hesitate to contact the Canada Vigilance Program if you need further information. 
Sincerely, 


Canada Vigilance Program 
Programme Canada Vigilance 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-06-04 12:00 PM 

To: Gasinzigwa, Sarah (HC/SC) <sarah.gasinzigwa@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: RE: MRH-0000634 RE: Instructions on Canada.ca re. AEFI reporting 


Looks good Sarah, thank you! 


| was debating if we should include or not the new deadline for comments, but advise against for this response, since this serves as a 
reminder and deadline has passed, it then conveys the (implied) expectation to send at their earliest convenience. 


As such, it this the response is good as is! Can you please ensure to copy all the recipients who were originally copied on that email? 


Thanks, 
Laura 


From: Gasinzigwa, Sarah (HC/SC) <sarah.gasinzigwa@canada.ca> 

Sent: 2020-06-04 11:29 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca> 

Subject: MRH-0000634 RE: Instructions on Canada.ca re. AEF] reporting 


Hi Laura, 


Could you please review the draft below? Thanks! 


We are writing to follow up on our email from May 
changes for the “Report a side effect” webpage. 


gth 2020, as we have not received further comments regarding the proposed 
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We value your input and wish to ensure that these revisions address the concerns you brought forth with respect to our online 
content. For your convenience, please find attached the second draft for your review and feedback. 


Please do not hesitate to contact the Canada Vigilance Program if you need further information. 
Sincerely, 


Canada Vigilance Program 
Programme Canada Vigilance 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-06-04 10:51 AM 

To: Rose, Jnona (HC/SC) <jhona.rose@canada.ca>; Canada Vigilance (HC/SC) <he.canada.vigilance.sc@canada.ca> 
Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Thanks Jhona, that works; t trust your recommendation and hope that this additional delay will help to ensure we address the 
concerns as much as possible/receive their concurrence. 


Thanks, 
Laura 
From: Rose, Jhona (HC/SC) <jhona.rose@canada.ca> 


Sent: 2020-06-04 10:49 AM 
To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 


Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Matar, cae <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul.li n > 


Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Thanks Laura. Lets give them additional two weeks (June 19). 
Is that okay? 
Jhona 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-06-04 10:46 AM 

To: Rose, Jhona (HC/SC) <jhona.rose@canada.ca>; Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 


Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hi Jhona, 


This would be great! 

Considering this is a reminder and that they were already provided with at least 2 weeks to review the proposed updated content, do 
you think an additional week (i.e. June 12) would be sufficient (am relying on your familiarity with this ground and any ongoing 
priorities they may be dealing with)? 

Thanks, 

Laura 


From: Rose, Jhona (HC/SC) <jhona.rose@canada.ca> 

Sent: 2020-06-04 10:42 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Thank you Laura. VVWG is ready to send a reminder email. See draft email below: date? Is needed. 
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Dear VVWG members, 


Please review the proposed Canada.ca website revisions regarding AEF! reporting instructions (see attached). Feedback is welcomed 
by [date]. 


Your attention to this request is much appreciated. 
Thank you, 

VVWG Secretariat 
phac.vaccine.vigilance.aspoc@canada.ca 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-06-04 10:39 AM 

To: Canada Vigilance (HC/SC) <he.canada.vigilance.sc@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Rose, Jnona (HC/SC) <jhona.rose@canada.ca> 
Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hi Sarah, thanks for asking! We have not received anything from the BC stakeholder, nor through Jhona via the VVWG since the 
deadline passed (May 22). This was put on hold until we received feedback, so no additional work has been done since. 


Copying Thanh in case this was raised during the last HPSEB/BBRS interbureau meeting? Copying also Jhona for awareness as | see she 
has flagged this inquiry separately (to me). 


| suggest we follow-up with the BC stakeholder as a friendly reminder that we have still not received any comments on the proposed 
changes and reiterating that their concurrence would be appreciated, since they were the ones to bring forward concerns about the 
content and want to make sure it addressed them well. We could also welcome new comments from Nicolas if they have any for 
further consideration. CV (Sarah); can we please draft a response to send out from CV to this effect? 


Thanks, 
Laura 


From: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Sent: 2020-06-04 10:31 AM 


To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza 
(HC/SC) <natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: FW: Instructions on Canada.ca re. AEFI reporting 

Hi guys, 

Not sure where we are at with the vaccine page and who can respond to Nicholas. 


Thanks, 


Sarah 


From: Gilbert, Nicolas (PHAC/ASPC) <nicolas.gilbert@canada.ca> 
Sent: 2020-06-04 10:28 AM 


To: Canada Vigilance (HC/SC) <hc.canada.vigi ; a ca> 

Ce: Anyoti, Helen (PHAC/ASPC) <helen.anyoti@canada.ca>; Freeland, Tracy (PHAC/ASPC) <tracy.freeland@canada.ca>; Rose, Jhona 
(HC/SC) <jhona.rose@canada.ca> 

Subject: FW: Instructions on Canada.ca re. AEFI reporting 

Hello, 

Is it still time for a Provincial public health authority to provide comments on input on your revised page? 

Thank you. 

Nicolas 
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Nicolas L. Gilbert, M.Sc. 


Gestionnaire, Couvertures vaccinales et innocuité des vaccins 
Centre de l’immunisation et des maladies respiratoires infectieuses 
Agence de la santé publique du Canada 

Téléphone: 613-618-1049 

Courriel: nicolas. gilbert 


Manager, Vaccination Coverage and Vaccine Safety 

Centre for Immunization and Respiratory Infectious Diseases 
Public Health Agency of Canada 

Phone: 613-618-1049 

Email: nicolas.gilbert@canada.ca 


From: Freeland, Tracy (PHAC/ASPC) <tracy.freeland@canada.ca> On Behalf Of Vaccine Vigilance (PHAC/ASPC) 
Sent: June 3, 2020 12:59 PM 

To: Gilbert, Nicolas (PHAC/ASPC) <nicolas.gilbert@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hi Nicolas, 
No, there were no further comments sent to the Vaccine Vigilance email account following CV’s reply cof ec) on May 8 2020. 


I’ve sent a message to Jnona (MHPD) to see if they'd like another reminder sent out to VVWG regarding feedback on the topic. I’ll keep 
you posted on what she replies. 


Thanks, 
Tracy 


From: Gilbert, Nicolas (PHAC/ASPC) <nicolas.gilbert@canada.ca> 

Sent: 2020-06-03 12:13 PM 

To: Vaccine Vigilance (PHAC/ASPC) <phac.vaccine.vigilance.asoc@canada.ca> 
Ce: Freeland, Tracy (PHAC/ASPC) <tracy.freeland@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Thank you Tracy, 

Can you confirm BC did not comment on the second version (in May)? 
Thanks again. 

Nicolas 


From: Freeland, Tracy (PHAC/ASPC) <tracy.freeland@canada.ca> On Behalf Of Vaccine Vigilance (PHAC/ASPC) 
Sent: June 3, 2020 12:07 PM 

To: Gilbert, Nicolas (PHAC/ASPC) <nicolas.gilbert@canada.ca> 

Subject: FW: Instructions on Canada.ca re, AEFI reporting 


Good afternoon Nicolas, 

| spoke with Helen and she asked that | forward this email trail to you... 
Thanks, 

Tracy 


VVWG Secretariat 
phac. vaccine. vigilance.aspc@canada.ca 


From: Ahmadipour, Nooshin (PHAC/ASPC) <nooshin.ahmadipour@canada.ca> 
Sent: 2020-05-11 10:53 AM 
To: Vaccine Vigilance (PHAC/ASPC) <phac.vaccine. vigilance.aspc@canada.ca>; Gilbert, Nicolas (PHAC/ASPC) 
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<nicolas.gilbert@canada.ca>; Anyoti, Helen (PHAC/ASPC) <helen.anyoti@canada.ca>; Johnson, Karin E (PHAC/ASPC) 
<karine.johnson@canada.ca>; Stokes, Julie (PHAC/ASPC) <julie.stokes@canada.ca> 
Subject: RE: Instructions on Canada.ca re. AEFI reporting 


The deadline to send comments is May 2204, 


Nooshin 


From: Freeland, Tracy (PHAC/ASPC) On Behalf Of Vaccine Vigilance (PHAC/ASPC) 

Sent: 2020-05-11 10:42 AM 

To: Gilbert, Nicolas (PHAC/ASPC) <nicolas.gilbert@canada.ca>; Anyoti, Helen (PHAC/ASPC) <helen.anyoti@canada.ca>; Johnson, Karin 
E (PHAC/ASPC) <karine.johnson@canada.ca>; Anmadipour, Nooshin (PHAC/ASPC) <nooshin.ahmadipour@canada.ca>; Stokes, Julie 
(PHAC/ASPC) <julie.stokes@canada.ca> 

Subject: FW: Instructions on Canada.ca re. AEFI reporting 


FY| ~ Please see the message below. 


Best, 

Tracy 

VVWG Secretariat 
phac.vaccine.vigilance.aspc@canada.ca 


From: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 

Sent: 2020-05-08 3:31 PM 

To: RE (3ccoc] SM © bccdc.ca>; Canada Vigilance (HC/SC) <he.canada.vigilance.sc@canada.ca> 

Ce: Rose, Jhona (HC/SC) <jhona.rose@canada.ca>; A 8CCDC] TR bcc ca; Vaccine Vigilance (PHAC/ASPC) 
<phac.vaccine.vigilance.aspoc@canada.ca> 


Subject: RE: Instructions on Canada.ca re. AEFI reporting 


cea 


Thank you for your response sent on February 12, 2020, in which you raise concerns with respect to the proposed updates to Health 
Canada’s online content for vaccine reporting instructions. We apologise for the delayed response. 


We appreciate the suggestions you have shared and have considered them upon revising further our online content. Please find 
attached the second draft proposed revisions for the “Report a side effect” webpage for your review and feedback. A response would 
be appreciated by Friday, May 22, 2020. 


We are committed to ensuring the transmission of clear and accurate information. Your feedback is important to us and we are 
looking forward to receiving your comments. 


Please do not hesitate to contact the Canada Vigilance Program if you need further information. 
Sincerely, 


Canada Vigilance Program 
Programme Canada Vigilance 


From: I CCC) SIO ccl.ca> 


Sent: 2020-02-12 3:00 PM 
To: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 


Ce: Rose, Jona (HC/SC) <jhona.rose@canada.ca>; nn SCCOC) SMM bccdc.ca>; Vaccine Vigilance (PHAC/ASPC) 
< vaccine. vigi : > 
Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hello, 


Thank you for the opportunity to review. From BC perspective’s the phrase “provincially regulated immunization program” is not 
clear, and depending on how it is interpreted, not accurate. Thus the changes below would not fully address our concerns. All AEFI are 
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reportable to public health in BC, and | understand this to be true in several other P/Ts as well. PHAC Vaccine Safety team — do you 
have suggestions for how this can concept can be reflected in the instructions given that there may be P/T variability? Perhaps the 
distinction should be worded based on AEFI reporting processes/legislation, not the immunization schedules. 


Thanks 


Communicable Diseases and Immunization Service 
Tel 604 
Fax 604 707 2515 


This e-mail message, including any attachments, is intended only for the use of the individual or entity to which it is addressed and may contain information that is 
privileged and/or confidential. If you are not the intended recipient or the employee or agent responsible for delivering the communication to the intended recipient, 
please notify us immediately by replying to this message and then delete this message from your system. You are hereby notified that any use, dissemination, 
distribution and/or reproduction of this message and/or any attachments by unintended recipients is unauthorized and may be unlawful. 


From: Canada Vigilance (HC/SC) [mailto:hc.canada. vigilance.sc@canada.ca] 
Sent: Wednesday, February 12, 2020 11:34 AM 


To: [BCCDC 
Cc: Rose, Jhona hk BCCDC]; Vaccine Vigilance (PHAC/ASPC) 
Subject: FW: Instructions on Canada.ca re. AEFI reporting 


ca a 


Thank you for your email sent to the PHAC Vaccine Vigilance Working team on January 28, 2020. It has been redirected to the Canada 
Vigilance Program for response. 


Please note that Health Canada is aware of the issue and is in the process of updating the “Report a side effect” webpage in order to 
prevent potential misreporting of Canadian Adverse Events Following Immunization (CAEFI). 


Please find below the draft proposed revisions for the “Report a side effect” webpage for your review and feedback. A response would 
be appreciated by Friday, Feb 14 2020. 


Vv. ton Vv n 
1. Health Care Provider - Placing the following sentence before the “Report a side effect” link: 
If you are reporting as part of a provincially regulated immunization program, please contact the Public Health Agency of 
Canada. 
2. Hospitals - Revising the message to the following: 


There are new mandatory reporting requirements for hospitals. Hospitals must report, in writing, within 30 days of 
documenting the serious adverse drug reaction within the facility. We encourage hospitals to report sooner, if possible. 


Health care professionals who work in a hospital should check with their hospital administration to learn about any new 
requirements. 


Hospitals and health care professionals should submit an adverse reaction to a vaccine that is part of a routine provincia 
or territorial immunization program to their local public health unit in line with the Public Health Agency of Canada’s 
(PHAC) Canadian Adverse Events following Immunization (CAEFI) reporting network. If the CAEFI form is used and 
submitted to the local public health unit, then an additional report does not need to be submitted to Health Canada. 


Serious adverse reactions to a vaccine administered outside of a routine immunization program that are not reported 
through the PHAC’s CAEFI network remain subject to mandatory reporting. 


3. Consumers: The “report a side effect” button will link to the CAEFI website instead. 


We are committed to ensuring the transmission of clear and accurate information. Your feedback is important to us and we are 
looking forward to receiving your comments. 
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Please do not hesitate to contact the Canada Vigilance Program if you need further information. 
Sincerely, 


Canada Vigilance Program 
Programme Canada Vigilance 


From ccdc.ca> 


Sent: 2020-01-28 5:39 PM 
To: Vaccine Vigilance (PHAC/ASPC) <phac.vaccine.vigilance.asoc@canada.ca> 
Subject: Instructions on Canada.ca re. AEFI reporting 


Hi PHAC Vaccine Safety Team, 


Around the holidays we noticed changes to the Health Canada side effect reporting page https://www.canada.ca/en/health- 
canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting.html We are concerned that the instructions on 
this page will lead to AEFI reports misdirected outside the provincial public health reporting process. 


When you click through the “vaccine” option (e.g. httos://www.canada.ca/en/health-canada/services/drugs-health- 

rod effect-canada/adverse-reaction-reporting/vaccine/consumer.html) you are directed to the Canada Vigilance report 
form. oil users not be directed to RepOUES to follow the P/T AEFI RepemIne process and oltected to his following page for specie 
instructions: https: i 


related-questions.html? Similarly on https: n n -can i - -pr ffect- 


canada/adverse-reaction-reporting/vaccine/health-care-providers.html, should the main contact be the PHAC link that appears at the 


bottom? In BC, adverse reactions to a vaccine are reportable to the MHO, not just those “part of a provincially regulated immunization 
program”. The instructions here risk consumers and HCP misreporting the AEFI which has clinical and surveillance risks. 


Report an adverse reaction to a vaccine: health care provider — 


Health care providers who suspect an adverse reaction (side effect} to a vaccine are sirstigty encouraged to report it. Talk 


to your patients about signs to watch for. 


© Tf you are a health care professional who works in a hospital, there are new mandatory reporting rules and a 
different form that you will need to use to report. Check with your administration to learn about any new 
requirements for your specific hospital. 


‘inseam 


Report a side effect 


To mail your report-to a Canada Vigilance Regional Office, use the postage paid label. 
Tyou are reporting as part of a provincially requlated immunization program, please contact-1he b 
Cafiada . 


a :: been in touch with contacts at Health Canada regarding our concerns, but we wanted to ensure your team was aware of 
our concerns and request your assistance with updates to prevent potential misreporting of AEF]. What would your recommendations 
on next steps be? 


Thank you, 


Communicable Diseases and Immunization Service 
BC Centre for Disease Control 

Provincial Health Services Authority 

655 West 12" Avenue 
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Vancouver, BC V52 4R4 
re! 604 
Fax 604 707 2515 


M2 cccic.ca 


This e-mail message, including any attachments, is intended only for the use of the individual or entity to which it is addressed and may contain information that is 
privileged and/or confidential. If you are not the intended recipient or the employee or agent responsible for delivering the communication to the intended recipient, 
please notify us immediately by replying to this message and then delete this message from your system. You are hereby notified that any use, dissemination, 
distribution and/or reproduction of this message and/or any attachments by unintended recipients is unauthorized and may be unlawful. 
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From: Gasinzigwa, Sarah (HC/SC) 

To: Lada-Moldovan, Laura (HC/SC) 

Subject: RE: MRH-0000634 RE: Instructions on Canada.ca re. AEFI reporting 
Date: 2020-06-04 12:03:00 PM 

Attachments: image001.jpg 

Will do, thanks! 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-06-04 12:00 PM 

To: Gasinzigwa, Sarah (HC/SC) <sarah.gasinzigwa@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: RE: MRH-0000634 RE: Instructions on Canada.ca re. AEFI reporting 

Looks good Sarah, thank you! 

| was debating if we should include or not the new deadline for comments, but advise against for this response, since this serves as a 
reminder and deadline has passed, it then conveys the (implied) expectation to send at their earliest convenience. 

As such, it this the response is good as is! Can you please ensure to copy all the recipients who were originally copied on that email? 
Thanks, 

Laura 


From: Gasinzigwa, Sarah (HC/SC) <sarah.gasinzigwa@canada.ca> 

Sent: 2020-06-04 11:29 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul litowi nada.ca> 

Subject: MRH-0000634 RE: Instructions on Canada.ca re. AEFI reporting 

Hi Laura, 

Could you please review the draft below? Thanks! 


Cea 


We are writing to follow up on our email from May g'h, 2020, as we have not received further comments regarding the proposed 
changes for the “Report a side effect” webpage. 

We value your input and wish to ensure that these revisions address the concerns you brought forth with respect to our online 
content. For your convenience, please find attached the second draft for your review and feedback. 

Please do not hesitate to contact the Canada Vigilance Program if you need further information. 

Sincerely, 

Canada Vigilance Program 

Programme Canada Vigilance 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-06-04 10:51 AM 


To: Rose, Jhona (HC/SC) <jhona.rose@canada.ca>; Canada Vigilance (HC/SC) <hc.canada.vigil : ana > 
Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 


<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Thanks Jhona, that works; | trust your recommendation and hope that this additional delay will help to ensure we address the 
concerns as much as possible/receive their concurrence. 

Thanks, 

Laura 


From: Rose, Jhona (HC/SC) <jhona.rose@canada.ca> 

Sent: 2020-06-04 10:49 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Canada Vigilance (HC/SC) <hce.canada.vigilance.sc@canada.ca> 
Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Thanks Laura. Lets give them additional two weeks June 19). 


Is that okay? 

Jhona 

From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-06-04 10:46 AM 


To: Rose, Jhona (HC/SC) <jhona.rose@canada.ca>; Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Ce: Vu, Thanh (HC/SC) <thanh. vu@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 
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<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Hi Jhona, 

This would be great! 

Considering this is a reminder and that they were already provided with at least 2 weeks to review the proposed updated content, do 
you think an additional week (i.e. June 12) would be sufficient (am relying on your familiarity with this ground and any ongoing 
priorities they may be dealing with)? 

Thanks, 

Laura 


From: Rose, Jhona (HC/SC) <jhona.rose@canada.ca> 

Sent: 2020-06-04 10:42 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Thank you Laura. VVWG is ready to send a reminder email. See draft email below: date? Is needed. 
Dear VVWG members, 
Please review the proposed Canada.ca website revisions regarding AEFI reporting instructions (see attached). Feedback is welcomed 
by [date]. 
Your attention to this request is much appreciated. 
Thank you, 
VVWG Secretariat 
Ses afte a 
From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-06-04 10:39 AM 
To: Canada Vigilance (HC/SC) <he.canada.vigilance.sc@canada.ca> 
Ce: Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paullitowitz@canada.ca>; Rose, Jhona (HC/SC) <jhona.rose@canada.ca> 
Subject: RE: Instructions on Canada.ca re. AEFI reporting 
Hi Sarah, thanks for asking! We have not received anything from the BC stakeholder, nor through Jhona via the VVWG since the 
deadline passed (May 22). This was put on hold until we received feedback, so no additional work has been done since. 
Copying Thanh in case this was raised during the last HPSEB/BBRS interbureau meeting? Copying also Jnhona for awareness as | see she 
has flagged this inquiry separately (to me). 
| suggest we follow-up with the BC stakeholder as a friendly reminder that we have still not received any comments on the proposed 


changes and reiterating that their concurrence would be appreciated, since they were the ones to bring forward concerns about the 
content and want to make sure it addressed them well. We could also welcome new comments from Nicolas if they have any for 
further consideration. CV (Sarah); can we please draft a response to send out from CV to this effect? 

Thanks, 

Laura 


From: Canada Vigilance (HC/SC) <hc.canada.vigi ; canada.ca> 

Sent: 2020-06-04 10:31 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Pink, Natasza 
(HC/SC) <natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca> 

Subject: FW: Instructions on Canada.ca re. AEFI reporting 

Hi guys, 

Not sure where we are at with the vaccine page and who can respond to Nicholas. 

Thanks, 

Sarah 


From: Gilbert, Nicolas (PHAC/ASPC) <nicolas.gilbert@canada.ca> 

Sent: 2020-06-04 10:28 AM 

To: Canada Vigilance (HC/SC) <he.canada.vigilance sc@canada.ca> 

Ce: Anyoti, Helen (PHAC/ASPC) <helen.anyoti@canada.ca>; Freeland, Tracy (PHAC/ASPC) <tracy.freeland@canada.ca>; Rose, Jhona 
(HC/SC) <jhona.rose@canada.ca> 

Subject: FW: Instructions on Canada.ca re. AEFI reporting 

Hello, 
's it still time for a Provincial public health authority to provide comments on input on your revised page? 
Thank you. 

Nicolas 

Nicolas L. Gilbert, M.Sc. 
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Gestionnaire, Couvertures vaccinales et innocuité des vaccins 
Centre de l’immunisation et des maladies respiratoires infectieuses 
Agence de la santé publique du Canada 

Téléphone: 613-618-1049 

Courriel: nicolas.gilbert@canada.ca 

Manager, Vaccination Coverage and Vaccine Safety 

Centre for Immunization and Respiratory Infectious Diseases 
Public Health Agency of Canada 

Phone: 613-618-1049 

Email: nicolas gilbert@canada.ca 


From: Freeland, Tracy (PHAC/ASPC) <tracy.freeland@canada.ca> On Behalf Of Vaccine Vigilance (PHAC/ASPC) 

Sent: June 3, 2020 12:59 PM 

To: Gilbert, Nicolas (PHAC/ASPC) <nicolas.gilbert@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Hi Nicolas, 

No, there were no further comments sent to the Vaccine Vigilance email account following CV’s reply ™ {ee on May & 2020. 
I’ve sent a message to Jnona (MHPD) to see if they’d like another reminder sent out to VVWG regarding feedback on the topic. I'll keep 
you posted on what she replies. 

Thanks, 


Tracy 


From: Gilbert, Nicolas (PHAC/ASPC) <nicolas.gilbert@canada.ca> 

Sent: 2020-06-03 12:13 PM 

To: Vaccine Vigilance (PHAC/ASPC) <phac.vaccine.vigilance.a nada.ca> 
Ce: Freeland, Tracy (PHAC/ASPC) <tracy.freeland@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Thank you Tracy, 

Can you confirm BC did not comment on the second version (in May)? 
Thanks again. 

Nicolas 


From: Freeland, Tracy (PHAC/ASPC) <tracy.freeland@canada.ca> On Behalf Of Vaccine Vigilance (PHAC/ASPC) 
Sent: June 3, 2020 12:07 PM 

To: Gilbert, Nicolas (PHAC/ASPC) <nicolas.gilbert@canada.ca> 

Subject: FW: Instructions on Canada.ca re. AEFI reporting 

Good afternoon Nicolas, 

| spoke with Helen and she asked that | forward this email trail to you... 

Thanks, 
Tracy 
VVWG Secretariat 

phac.vaccine.vigilance.aspc@canada.ca 

From: Ahmadipour, Nooshin (PHAC/ASPC) <nooshin.ahmadipour@canada.ca> 

Sent: 2020-05-11 10:53 AM 

To: Vaccine Vigilance (PHAC/ASPC) <phac.vaccine.vigilance.aspc@canada.ca>; Gilbert, Nicolas (PHAC/ASPC) 


<nicolas.gilbert@canada.ca>; Anyoti, Helen (PHAC/ASPC) <helen.anyoti@canada.ca>; Johnson, Karin E (PHAC/ASPC) 
<karine johnson@canada.ca>; Stokes, Julie (PHAC/ASPC) <julie.stokes@canada.ca> 


Subject: RE: Instructions on Canada.ca re. AEFI reporting 

The deadline to send comments is May 224. 

Nooshin 

From: Freeland, Tracy (PHAC/ASPC) On Behalf Of Vaccine Vigilance (PHAC/ASPC) 

Sent: 2020-05-11 10:42 AM 

To: Gilbert, Nicolas (PHAC/ASPC) <nicolas.gilbert@canada.ca>; Anyoti, Helen (PHAC/ASPC) <helen.anyoti@canada.ca>; Johnson, Karin 
E (PHAC/ASPC) <karine.johnson@canada.ca>; Anmadipour, Nooshin (PHAC/ASPC) <nooshin.ahmadipour@canada.ca>; Stokes, Julie 
(PHAC/ASPC) <julie.stokes@canada.ca> 

Subject: FW: Instructions on Canada.ca re. AEFI reporting 

FY| — Please see the message below. 

Best, 

Tracy 

VVWG Secretariat 

phac.vaccine.vigilance.aspc@canada.ca 


From: Canada Vigilance (HC/SC) <hce.canada.vigilance.sc@canada.ca> 
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Sent: 2020-05-08 3:31 PM 


To  3.ccoc) 2 dca>; Canada Vigilance (HC/SC) <he.canada.vigilance.sc@canada.ca> 

Ce: Rose, Jnona (HC/SC) <jhona.rose@canada.ca> 8c) HN @ ccde.ca>; Vaccine Vigilance (PHAC/ASPC) 
<phac.vaccine.vigilance.asoc@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

dear 

Thank you for your response sent on February 12, 2020, in which you raise concerns with respect to the proposed updates to Health 
Canada’s online content for vaccine reporting instructions. We apologise for the delayed response. 

We appreciate the suggestions you have shared and have considered them upon revising further our online content. Please find 
attached the second draft proposed revisions for the “Report a side effect” webpage for your review and feedback. A response would 
be appreciated by Friday, May 22, 2020. 

We are committed to ensuring the transmission of clear and accurate information. Your feedback is important to us and we are 
looking forward to receiving your comments. 

Please do not hesitate to contact the Canada Vigilance Program if you need further information. 

Sincerely, 

Canada Vigilance Program 


Programme Canada Vigilance 


From: (5 CCOC) MMB becdc.ca> 


Sent: 2020-02-12 3:00 PM 

To: Canada Vigilance (HC/SC) <he.canada.vigilance.sc@canada.ca> 

Cc: Rose, Jnona (HC/SC) <jhona.rose@canada.ca>; A (8 CCDC] G2 bcc. ca>; Vaccine Vigilance (PHAC/ASPC) 
<phac.vaccine.vigilance.asoc@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Hello, 


Thank you for the opportunity to review. From BC perspective’s the phrase “provincially regulated immunization program” is not clear, 
and depending on how it is interpreted, not accurate. Thus the changes below would not fully address our concerns. All AEFI are 
reportable to public health in BC, and | understand this to be true in several other P/Ts as well. PHAC Vaccine Safety team — do you 
have suggestions for how this can concept can be reflected in the instructions given that there may be P/T variability? Perhaps the 
distinction should be worded based on AEFI reporting processes/legislation, not the immunization schedules. 

Thanks, 


Communicable Diseases and Immunization Service 

Tel 604 

Fax 604 707 2515 

This e-mail message, including any attachments, is intended only for the use of the individual or entity to which it is addressed and may contain information that is 
privileged and/or confidential. If you are not the intended recipient or the employee or agent responsible for delivering the communication to the intended recipient, 
please notify us immediately by replying to this message and then delete this message from your system. You are hereby notified that any use, dissemination, 
distribution and/or reproduction of this message and/or any attachments by unintended recipients is unauthorized and may be unlawful. 

From: Canada Vigilance (HC/SC) [mailto:hc.canada.vigilance.sc@canada.ca] 

Sent: Wednesday, February 12, 2020 11:34 AM 

To: Ey BCCDC] 


Cc: Rose, Jhona (HC/SC) IB CCDC; Vaccine Vigilance (PHAC/ASPC) 
Subject: FW: Instructions on Canada.ca re. AEFI reporting 


Dear| 
Thank you for your email sent to the PHAC Vaccine Vigilance Working team on January 28, 2020. It has been redirected to the Canada 
Vigilance Program for response. 


Please note that Health Canada is aware of the issue and is in the process of updating the “Report.a side effect” webpage in order to 
prevent potential misreporting of Canadian Adverse Events Following Immunization (CAEFI). 
Please find below the draft proposed revisions for the “Report a side effect” webpage for your review and feedback. A response would 
be appreciated by Friday, Feb 14 2020. 
Reporting an adverse reaction to a vaccine: 
1. Health Care Provider - Placing the following sentence before the “Report a side effect” link: 
\f you are reporting as part of a provincially regulated immunization program, please contact the Public Health Agency of 
Canada. 
2. Hospitals - Revising the message to the following: 
There are new mandatory reporting requirements for hospitals. Hospitals must report, in writing, within 30 days of 


documenting the serious adverse drug reaction within the facility. We encourage hospitals to report sooner, if possible. 


Health care professionals who work in a hospital should check with their hospital administration to learn about any new 
requirements. 


ATIA -19(1) 


Hospitals and health care professionals should submit an adverse reaction to a vaccine that is part of a routine provincial 
or territorial immunization program to their local public health unit in line with the Public Health Agency of Canada’s 
(PHAC) Canadian Adverse Events following immunization (CAEFI) reporting network. If the CAEFI form is used and 
submitted to the local public health unit, then an additional report does not need to be submitted to Health Canada. 


Serious adverse reactions to a vaccine administered outside of a routine immunization program that are not reported 
through the PHAC’s CAEFI network remain subject to mandatory reporting. 


3. Consumers: The “report a side effect” button will link to the CAEFI website instead. 
We are committed to ensuring the transmission of clear and accurate information. Your feedback is important to us and we are 
looking forward to receiving your comments. 
Please do not hesitate to contact the Canada Vigilance Program if you need further information. 
Sincerely, 
Canada Vigilance Program 
Programme Canada Vigilance 


From: becedc.ca> 


Sent: 2020-01-28 5:39 PM 

To: Vaccine Vigilance (PHAC/ASPC) <phac.vaccine.vigilance.aspc@canada.ca> 

Subject: Instructions on Canada.ca re. AEFI reporting 

Hi PHAC Vaccine Safety Team, 

Around the holidays we noticed changes to the Health Canada side effect reporting page https://www.canada.ca/en/health- 
canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting.html We are concerned that the instructions on 
this page will lead to AEFI reports misdirected outside the provincial public health reporting process. 


When you click through the “vaccine” option (e.g. https://ww nada.ca/en/health-cana rvic rugs-health- 
products/medeffect-canada/adverse-reaction-reporting/vaccine/consumer.html) you are directed to the Canada Vigilance report 


form. Should users not be directed to pee to follow the Ji) AEFI Reporlne process and gleeed to as following page for apesliie 
instructions: httr 
ite aetna? Wy. on httr ; 
canada/adverse-reaction- ssicathicalbaccineinesiiia care- spewviders Ekeal seul the main contact be the PHAC link that appears at the 
bottom? In BC, adverse reactions to a vaccine are reportable to the MHO, not just those “part of a provincially regulated immunization 
program”. The instructions here risk consumers and HCP misreporting the AEFI which has clinical and surveillance risks. 
cid:image001.jpg@O1D5D6B5.E6E6AECO 


| sis been in touch with contacts at Health Canada regarding our concerns, but we wanted to ensure your team was aware of 
our concerns and request your assistance with updates to prevent potential misreporting of AEFI. What would your recommendations 
on next steps be? 

Thank you, 


Communicable Diseases and Immunization Service 
BC Centre for Disease Control 

Provincial Health Services Authority 

655 West 12" Avenue 

Vancouver, BC VGZ &R4 

Tel 604 
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Fax 604 707 2515 


This e-mail message, including any attachments, is intended only for the use of the individual or entity to which it is addressed and may contain information that is 


privileged and/or confidential. If you are not the intended recipient or the employee or agent responsible for delivering the communication to the intended recipient, 
please notify us immediately by replying to this message and then delete this message from your system. You are hereby notified that any use, dissemination, 
distribution and/or reproduction of this message and/or any attachments by unintended recipients is unauthorized and may be unlawful. 
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From: Canada Vigilance (HC/SC) 

To: ME @ cccic.ca 

Subject: RE: Website instructions on Health Canada and PHAC websites on reporting of AEFI 
Date: 2019-12-17 10:44:41 AM 


TTT TTT Tih anemic sa — TT 


Thank you for your email sent to Health Canada on December eth 2019, providing us with 
comments and suggestions about Health Canada’s “Report a side effect” webpage. 


We are committed to ensuring the transmission of clear and accurate information. Your feedback is 
important to us and your comments are already being considered for potential revisions to the 
content of the webpage. 


Please do not hesitate to contact the Program if you need further information. 
Sincerely, 


Canada Vigilance Program 
Programme Canada Vigilance 


From: bcecdc.ca> 


Sent: 2019-12-06 5:54 PM 
To: Pless, Robert (HC/SC) < ta pless@canada.ca>; Pennock, Jennifer (PHAC/ASPC) 
nif. nnock nada. 


28 er Jim (HC/SC) <jim.gallivan2@ca anes 
Subject: RE: Website instructions on Health Canada and PHAC websites on reporting of AEFI 


Hi Rob 


| wasn’t sure if you were ; = oo so thank you for your email in response to my voicemail. 


With the Vanessa’s law implementation at our health authority we have been in the loop on a number 
of changes being made here including ‘re-education’ of HA staff, and have wanted to ensure clarity 
that these changes do not include AEFI reporting. 


In that context, | went online to see what’s on the Health Canada web site, and found this page: 
= S: ae canada. — canada/services/drugs-health roducts/medeffect- 


This looks ‘new’ per cannabis. 


Here, if you click on vaccines, choose that I'm a health care provider, | see that they’ve inserted 
language about ‘provincially regulated immunization program’ and | wonder whether this is 
appropriate. Our provincial programs are not ‘regulated’ i.e., the province does not regulate vaccines, 
and only some P/Ts have AEFI reportable under a piece of legislation. 


After clicking the ‘vaccine’ box, | would think that the MAJORITY of reportable events will be to public 
health, and would place this language: 
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If you are reporting an adverse event following immunization please see this page for instructions. 


..ABOVE the ‘report a side effect’ box. Otherwise that first box will be where the user goes, as that’s 
what busy people do. 


For Jennifer: If one then goes to the AEFI reporting information, the BC instructions state to report to 
the ‘health unit finder’, which is different from the instructions on our AEFI surveillance site. | would 
ask to have both of the BC links point to the same place, as our AEFI surveillance set of information 
include ‘where to report’. I've copied Jennifer on this as this part of the information is likely under 
PHAC. 


Back to you Robert: 
When you click through vaccine as other roles there is additional confusing / incorrect instruction: 
e Consumer: you are directed to a Health Canada ADR fillable form. We would recommend that 
this instead directs to the AEFI reporting per PHAC. Otherwise if these are submitted through 


the online process directly to Health Canada , how will local health unit and P/Ts be made 
aware of these? 


e Hospital: includes this statement: “Hospitals are not required to report an adverse reaction to 
a vaccine that is part of a routine provincial or territorial immunization program.” There 
should be language about where these should be reported. This currently reads as though such 
events in hospital do not need to be reported at all if related to ‘routine’ immunization. 


is our representative to VVWG but indicated that these web site changes have not been 
iscussed at that table. 


Have a good weekend. 


Thank i 
a ..... Diseases & Immunization Service 


Medical Head, Immunization Programs & Vaccine Preventable Diseases 
BC Centre for Disease Control 


ME) ccdic.ca 
Tel 604. 
Cell 604 


From: Pless, Robert (HC/SC) [mailto:robert.pless@canada.ca] 


Sent: Friday, December 06, 2019 1:48 PM 
a 


Subject: Website on reporting? 


Got your voicemail (obviously!). | wasn’t sure what page you were referring to as | have not been on 
the HC site to see what they are up to, but is it by chance the one with tiles to click for the various 
products to report on (Drugs, Medical Devices, Vaccines, NHP, Cannabis, Vet drugs)? 


| can find out who at MHPD would be the place to start at. Unless there is a something incorrect pre- 
market, they would deal with it. So | can share this with Jim Gallivan. 


All the best, 
Rob 


From: Lada-Moidovan, Laura (HC/SC) 


To: Litowitz, Paul (HC/SC) 
Subject: FW: Instructions on Canada.ca re. AEFI reporting 
Date: 2020-09-22 10:57:28 AM 


Yl —this is how we determined (after Jnona consulted with PHAC) that all/any vaccines could be streamlined via PHAC. At that time, 
there were no concerns raised for diagnosis/treatment vaccines needing to still come to CVP. 


From: Rose, Jhona (HC/SC) <jhona.rose@canada.ca> 

Sent: 2020-02-19 4:43 PM 

To: Berg, Jason (HC/SC) <jason.berg@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzigwa@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Canada Vigilance (HC/SC) 
<hc.canada.vigilance.sc@canada.ca>; Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca>; Morrison, Heather (HC/SC) 
<heather.morrison@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Sounds good. Thanks Jason, 
Jhona 


From: Berg, Jason (HC/SC) <jason.berg@canada.ca> 

Sent: 2020-02-19 4:13 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Rose, Jnona (HC/SC) <j e@can > 

Cc: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzigwa@canada.ca>; Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca>; Canada Vigilance (HC/SC) 
<he.canada.vigilance.sc@canada.ca>; Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca>; Morrison, Heather (HC/SC) 
<heather.morrison@canada.ca> 


Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hi Laura, 
| think it might be best for a few of us, including Jnona, to meet in person and discuss. 
Jason 


From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-02-19 3:56 PM 

To: Berg, Jason (HC/SC); Rose, Jhona (HC/SC) 

Cc: Pink, Natasza (HC/SC); Matar, Nour (HC/SC); Gasinzigwa, Sarah (HC/SC); Litowitz, Paul (HC/SC); Canada Vigilance (HC/SC); Stienburg, 
Lynn (HC/SC); Morrison, Heather (HC/SC) 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Thanks for sharing your perspective Jason! 


Jhona, as the lead of the VVWG, | am wondering if | could turn to you to leverage your PHAC contacts and canvass the members to 
better understand if we can reinforce the messaging that all AEs following any vaccination could be reported via PHAC’s CAEFI (Le. 
including vaccines outside an immunization program e.g. travel vaccines, HPV, influenza etc) by hospitals and HCPs? 


If PHAC is fine with this messaging, we could consider encouraging the reporting of any vaccine via that network to streamline/simplify 
reporting instructions. 


Thanks, 
Laura 


From: Berg, Jason (HC/SC) <jason.berg@canada.ca> 

Sent: 2020-02-19 3:43 PM 

To: Lada-Moldovan, Laura (HC/SC) <jaura.lada-moldovan@canada.ca>; Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca> 
Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzigwa@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Canada Vigilance (HC/SC) 
<he.canada.vigilance.sc@canada.ca> 


Subject: RE: Instructions on Canada.ca re. AEFI reporting 


There may be a particular emphasis on immunization program vaccines but those PT reporting schemes seem to be for adverse events 
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following any vaccination. Again, you’d need to consult with PHAC about what they prefer. 


From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-02-19 3:29 PM 

To: Berg, Jason (HC/SC); Stienburg, Lynn (HC/SC) 

Ce: Pink, Natasza (HC/SC); Matar, Nour (HC/SC); Gasinzigwa, Sarah (HC/SC); Litowitz, Paul (HC/SC); Canada Vigilance (HC/SC) 
Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hi Jason, 


The concern is that AEFI reports may be sent to local health units for those other vaccines, but since it is not a requirement, it is not 
guaranteed that all hospitals will take this approach. 


You are correct in saying that for those taking this approach, the exemption was interpreted as such, but for all the hospitals (or HCPs 
or consumers) who choose to distinguish/recognize vaccines outside an immunization program (or just that they are unaware that 
they could submit those through an AEFI channel), shouldn’t we refer them to the CVP pre-established available route? 


Another concern would be to determine if PHAC would be fine with our messaging being to request all vaccines (regardless if part or 
not of a routine immunization program) to be submitted through AEFI network — if they are fine with this, our messaging could be 
updated accordingly and that could simplify a lot the topic around vaccine reporting. 


Thanks, 


Laura 


From: Berg, Jason (HC/SC) <jason.berg@canada.ca> 

Sent: 2020-02-19 3:11 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca> 
Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzigwa@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Canada Vigilance (HC/SC) 
<he.canada.vigilance.sc@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hi Laura, 

Regarding the last point, my understanding is that AEFI reports may be sent to local health units for those other vaccine types that you 
listed and the AEFI report shared with us, That’s partly why we felt comfortable interpreting this for hospitals as an exemption when 
any AEFI report is submitted locally. 

Jason 


From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-02-19 2:57 PM 

To: Stienburg, Lynn (HC/SC); Berg, Jason (HC/SC) 

Ce: Pink, Natasza (HC/SC); Matar, Nour (HC/SC); Gasinzigwa, Sarah (HC/SC); Litowitz, Paul (HC/SC); Canada Vigilance (HC/SC) 
Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hi Lynn, 


| agree that your below excerpt addresses very well the topic around vaccines, and removes any confusion around it; our plan is to 
actually include this update in the GD and in the meantime in the upcoming FAQ. | am not sure however if the website publication 
standards would support such a lengthy text on an interface webpage, but see the benefit of having this in. ll have to verify further 
and get back to you. 


Jason; thanks for your suggestion, | will check in with Jnona/ Jim. 

The reference encouraging to submit to CVP is for vaccines that are outside an immunization program or not submitted via CAEFI 
network. That could be the case for travel vaccines, HPV, influenza, etc. These are still of interest to CVP, given they wouldn’t be 
reported via any other channel and should therefore offer a way to HCPs, hospitals and consumers on how to report these to CVP. In 


this context, do you still think we should remove what you indicated below? 


Thanks, 
Laura 


From: Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca> 
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Sent: 2020-02-19 2:39 PM 

To: Berg, Jason (HC/SC) <jason.berg@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Litowitz, Paul 
(HC/SC) <paul litowitz@canada.ca>; Canada Vigilance (HC/SC) <he.canada vigilance. sc@canada.ca> 

Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzigwa@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hi Laura; 

| find the wording to be a bit cumbersome. Can the earlier response received on vaccine reporting be used as the backbone for the 
website message? This response recognizes while most P/Ts in Canada have extended this reporting requirement to local health units 
to include ALL serious ADRs involving a vaccine, not all have. 


As per the regulations, vaccines that are administered under the routine immunization program of a province or territory are 
exempt from the mandatory reporting requirement. The rationale for this exemption is that serious adverse drug reactions 
(ADRs) to these vaccines are already being reported through the network for adverse events following immunization (AEFI), 
and this information is collected and analyzed at the national level by the Public Health Agency of Canada. The rationale for 
this exemption also extends to serious ADRs to vaccines administered outside of a routine immunization program if they 
are reported to the AEFI network. However, it is important to note that serious ADRs to vaccines administered outside of a 
routine immunization program that are not reported through the AEFI network remain subject to mandatory reporting. In 
brief, if a hospital submits an AEFI report, they are not obligated to submit a report to Health Canada as well. 


Just a though for consideration. 


Thank you, 
~Lynn 

From: Berg, Jason (HC/SC) <j .berg@canada.ca> 
Sent: 2020-02-19 3:27 PM 
To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca>; Litowitz, 
Paul (HC/SC) <paul litowitz@canada.ca>; Canada Vigilance (HC/SC) <h vigil > 
Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <n nour.matar ia ada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzigwa@canada.ca> 


Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hi Laura, 

It may be best to check in with somebody like Jnona Rose or PHAC to be certain, but I’m not sure it’s accurate to refer to the reporting 
framework as being PHAC’s or that all provinces use the CAEFI form. Please see below for some additional input. 

Thanks 

Jason 


From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-02-19 9:03 AM 

To: Stienburg, Lynn (HC/SC); Berg, Jason (HC/SC); Litowitz, Paul (HC/SC); Canada Vigilance (HC/SC) 
Ce: Pink, Natasza (HC/SC); Matar, Nour (HC/SC); Gasinzigwa, Sarah (HC/SC) 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Thank you all for your comments! For your final review, the proposed website updated content is as follows. Upon your concurrence, 
we will have it reviewed by our stakeholder one last time before submitting to CPAB: 


Report an adverse reaction to a vaccine: hospitals 


There are new mandatory reporting requirements fc ee Tush lais despite must ea in waung within 30 days of documenting the serious 
adverse drug reaction within the facility. 4 


Health care professionals who work in a hospital should check with their hospital administration to learn about any new requirements. 


® Hospitals do aot have to eport under this requirement for vaccines if they have submitted dan Adverse Events Following Immunization cra are net subjecHe 
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Report an adverse reaction to a vaccine: health care provider 


Health care providers who suspect an adverse reaction (side effect) to a vaccine are strongly encouraged to report it to their local public 
health unit. Talk to your patients about signs to watch for. 


Report a side effect to a vaccine: consumers 


Everyone who witnesses or experiences a side effect (adverse reaction) following immunization is strongly encouraged to report it The PHAC 
page encourages consumers to ask their HCP to complete the form. We should be consistent . You may ask your health care provider 
(doctor, health care provider, pharmacist) to help you. 


From: Stienburg, Lynn (HC/SC) <lynn.stienbur. nada.ca> 

Sent: 2020-02-18 11:38 AM 

To: Berg, Jason (HC/SC) <jason.berg@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) 
<laura.lada-moldovan@canada.ca>; Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 

Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzigwa@canada.ca> 


Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Thank you Jason 


From: Berg, Jason (HC/SC) <jason.berg@canada.ca> 

Sent: 2020-02-18 12:10 PM 

To: Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Lada-Moldovan, Laura 
(HC/SC) <laura.lada-moldovan@canada.ca>; Canada Vigilance (HC/SC) <he.canada.vigilance.sc@canada.ca> 

Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzigwa@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hi Lynn, 
The fact that most P/Ts required this reporting was an important consideration. But the main reason was less about the 
obligatory/voluntary nature of those programs and more that there were established AEFI reporting networks in all P/Ts. 


Jason 


From: ‘Stienburg, Lynn (HC/SC) 

Sent: 2020-02-18 10:30 AM 

To: Litowitz, Paul (HC/SC); Lada-Moldovan, Laura (HC/SC); Canada Vigilance (HC/SC); Berg, Jason (HC/SC) 
Cc: Pink, Natasza (HC/SC); Matar, Nour (HC/SC); Gasinzigwa, Sarah (HC/SC) 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Good morning; 
| believe there should be some recognition that P/Ts may have different reporting requirements: In accordance with P/T 
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legislation... if a hospital submits an AEF! report, they are not obligated to submit a report to Health Canada as well. 


Thanks 
~ Lynn 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-02-18 7:15 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca>; 
Berg, Jason (HC/SC) <jason.berg@canada.ca> 

Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzigwa@canada.ca>; Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca> 

Subject: Re: Instructions on Canada.ca re. AEFI reporting 


Hi, if we keep the second serious ADR advisement would suggest acknowledging or linking to the report button above. Defer 
to the stakeholders being consulted (MBBNHPB has reached out?) to confirm if this helps clarify. Any news there? Thanks 
Sent from my BlackBerry 10 smartphone on the Bell network. 

From: Lada-Moldovan, Laura (HC/SC) 

Sent: Thursday, February 13, 2020 12:48 PM 

To: Canada Vigilance (HC/SC); Litowitz, Paul (HC/SC); Berg, Jason (HC/SC) 


Cc: Pink, Natasza (HC/SC); Matar, Nour (HC/SC); Gasinzigwa, Sarah (HC/SC) 
Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hi CV, 
Please disregard my comments below. Jason pointed out a good consideration: 


The reporting exemption for vaccines has already been interpreted in the guidance and does not make reference to this “provincially 
regulated immunization program”. The exemption has been interpreted to be for any AEFI report already submitted to public health. 
We should not be making reference to this other list. 


Jason/Paul, what do you think about this suggestion instead? 
Welcome any other suggestions too © 
Reporting an adverse reaction to a vaccine: 
1. Health Care Provider - Placing the following sentence before the “Report a side effect” link: 


If you are reporting an Adverse Events Following Immunization (AEFI), please contact the Public Health Agency of Canada 
(PHAC). 


2. Hospitals - Revising the message to the following: 
There are new mandatory reporting requirements for hospitals. Hospitals must report, in writing, within 30 days of 


documenting the serious adverse drug reaction within the facility. We encourage hospitals to report sooner, if possible. 


Health care professionals who work in a hospital should check with their hospital administration to learn about any new 


requirements. 


e AEFI are not subject to mandatory reporting for hospitals, since a distinct reporting framework is in place through 
PHAC. 


o Hospitals and health care professionals should submit an AEFI to their local public health unit in line with the 
PHAC’s Canadian Adverse Events following Immunization (CAEFI) reporting network. If the CAEFI form is used 
to report an adverse reaction to a vaccine and submitted to the local public health unit, then an additional 
report does not need to be submitted to Health Canada. 


e Serious adverse reactions to vaccines administered outside of a routine immunization program are subject to 


mandatory reporting for hospitals. 


o Reports about serious adverse reactions to these vaccines should be submitted to Health Canada, unless they 
are reported through the PHAC’s CAEFI network. 


3. Consumers: The “report a side effect” button will link to the CAEFI website instead. 
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ATIA -19(1) 


Thanks, 
Laura 


From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-02-12 3:39 PM 

To: Canada Vigilance (HC/SC) <hc.canada.vigilance. sc@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Matar, Nour 
(HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) <sarah.gasinzigwa@canada.ca> 

Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hi CV, 


Thanks for sharing! Could you please prepare a response to clarify that the phrase “provincially regulated immunization program” has 
been hyperlinked (see in our original response) with the reference to the complete lists of what vaccines are considered as part of a 
routine immunization program, for each of the P/T, as a way to address this issue, asking them to re-consider if this could add clarify? 


Thanks, 
Laura 


From: Canada Vigilance (HC/SC) <he.canada.vigilance.sc@canada.ca> 

Sent: 2020-02-12 3:20 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Matar, Nour 
(HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) <sarah.gasinzigwa@canada.ca> 

Ce: Pink, Natasza (HC/SC) <natasza.pi canada.ca> 

Subject: FW: Instructions on Canada.ca re. AEFI reporting 


FYI 


From; de.ca> 

Sent: 2020-02-12 3:00 PM 

To: Canada Vigilance (HC/SC) < nada.vigilan 

Ce: Rose, Jhona (HC/SC) <Jhona.t rose(@canada.ca>; BI e<coc 2 '2cic.ca>; Vaccine Vigilance (PHAC/ASPC) 
< wv igil ; .ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 


Hello, 


Thank you for the opportunity to review. From BC perspective’s the phrase “provincially regulated immunization program” is not 
clear, and depending on how it is interpreted, not accurate. Thus the changes below would not fully address our concerns. All AEFI are 
reportable to public health in BC, and | understand this to be true in several other P/Ts as well. PHAC Vaccine Safety team — do you 
have suggestions for how this can concept can be reflected in the instructions given that there may be P/T variability? Perhaps the 
distinction should be worded based on AEFI reporting processes/legislation, not the immunization schedules. 


Thanks, 


Communicable Diseases and immunization Service 
Tel 60. 
Fax 604 707 2515 


This e-mail message, including any attachments, is intended only for the use of the individual or entity to which it is addressed and may contain information that is 
privileged and/or confidential. If you are not the intended recipient or the employee or agent responsible for delivering the communication to the intended recipient, 
please notify us immediately by replying to this message and then delete this message from your system. You are hereby notified that any use, dissemination, 
distribution and/or reproduction of this message and/or any attachments by unintended recipients is unauthorized and may be unlawful. 


From: Canada Vigilance (HC/SC) [mailto: hce.canada. vigilance. sc@canada. ca] - 
Sent: Wednesday, February 12, 2020 11:34 AM 


To: (5c 
Cc: Rose, Jhona C0) aE cco Vaccine Vigilance (PHAC/ASPC) 


ATIA -19(1) 


Subject: FW: Instructions on Canada.ca re. AEFI reporting 


Thank you for your email sent to the PHAC Vaccine Vigilance Working team on January 28, 2020. It has been redirected to the Canada 
Vigilance Program for response. 


Please note that Health Canada is aware of the issue and is in the process of updating the “Report a side effect” webpage in order to 
prevent potential misreporting of Canadian Adverse Events Following Immunization (CAEFI). 


Please find below the draft proposed revisions for the “Report a side effect” webpage for your review and feedback. A response would 
be appreciated by Friday, Feb 14 2020. 


Reporting an adverse reaction to a vaccine: 


1. Health Care Provider - Placing the following sentence before the “Report a side effect” link: 
if you are reporting as part of a provincially regulated immunization program, please contact the Public Health Agency of 


Canada. 


2. Hospitals - Revising the message to the following: 
There are new mandatory reporting requirements for hospitals. Hospitals must report, in writing, within 30 days of 
documenting the serious adverse drug reaction within the facility. We encourage hospitals to report sooner, if possible. 


Health care professionals who work in a hospital should check with their hospital administration to learn about any new 
requirements. 


Hospitals and health care professionals should submit an adverse reaction to a vaccine that is part of a routine provincia 
or territorial immunization program to their local public health unit in line with the Public Health Agency of Canada’s 
(PHAC) Canadian Adverse Events following Immunization (CAEFI) reporting network, If the CAEFI form is used and 
submitted to the local public health unit, then an additional report does not need to be submitted to Health Canada. 


Serious adverse reactions to a vaccine administered outside of a routine immunization program that are not reported 
through the PHAC’s CAEFI network remain subject to mandatory reporting. 


3. Consumers: The “report a side effect” button will link to the CAEFI website instead. 


We are committed to ensuring the transmission of clear and accurate information. Your feedback is important to us and we are 
looking forward to receiving your comments. 


Please do not hesitate to contact the Canada Vigilance Program if you need further information. 
Sincerely, 


Canada Vigilance Program 
Programme Canada Vigilance 


From nn © bccclc.ca> 


Sent: 2020-01-28 5:39 PM 

To: Vaccine Vigilance (PHAC/ASPC) <phac.vaccine.vigilance.asoc@canada.ca> 
Ce: becde.ca> 

Subject: Instructions on Canada.ca re. AEFI reporting 


Hi PHAC Vaccine Safety Team, 


Around the holidays we noticed changes to the Health Canada side effect reporting page https://www.canada.ca/en/health- 
canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting.html We are concerned that the instructions on 
this page will lead to AEFI reports misdirected outside the provincial public health reporting process. 


When you click through the “vaccine” option (e.g. bttps://www.canada.ca/en/health-canada/services/drugs-health- 
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products/medeffect-canada/adverse-reaction-reporting/vaccine/consumer.html) you are directed to the Canada Vigilance report 
form. Should users not be directed to report to follow the P/T AEFI reporting process and directed to the following page for specific 
instructions: https://www.canada.ca/en/public-health/services/immunization/federal-provincial-territorial-contact-information-aefi- 
related-questions. html? Similarly on bttps://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect- 
canada/adverse-reaction-reporting/vaccine/health-care-providers.html, should the main contact be the PHAC link that appears at the 
bottom? In BC, adverse reactions to a vaccine are reportable to the MHO, not just those “part of a provincially regulated immunization 
program”. The instructions here risk consumers and HCP misreporting the AEFI which has clinical and surveillance risks. 


Health care praviders w who suspect an adverse reaction sae effect) to a vaccine.are strongly eticouraged to report it: Talk 
to. your patients about signs to watch for. 


i 
: 


af eu are a health care professional who works in a hospital, there are new mancatory reporting rules and a 
a form that you will need to use to report. Check with your administration to learn about any new 
requirements for your specific hospital. 


Report a side effect 


To mail your report-to-a Canada Vigilance Regional Office, use the postage paid label. 


if you are reporting as part of a provincially regulated immunization program, please contact the Publi 
CANS 


a: :: been in touch with contacts at Health Canada regarding our concerns, but we wanted to ensure your team was aware of 
our concerns and request your assistance with updates to prevent potential misreporting of AEFI. What would your recommendations 
on next steps be? 


Thank you, 


Communicable Diseases and Immunization Service 
BC Centre for Disease Control 

Provincial Health Services Authority 

655 West 12°" Avenue 

Vancouver, BC V5Z 4R4 

Tel 604 

Fax 604 707 2515 


This e-mail message, including any attachments, is intended only for the use of the individual or entity to which it is addressed and may contain information that is 
privileged and/or confidential. If you are not the intended recipient or the employee or agent responsible for delivering the communication to the intended recipient, 
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From: Pasquier, Sandra (HC/SC) 


To: Vu, Thanh (HC/SC) 

Ce: Litowitz, Paul (HC/SC); Lada-Moldovan, Laura (HC/SC); Nguyen, David (HC/SC); HC.F MHPD Action Requests F.SC 

Subject: RE: DUE MON NOV 23 - Vaccine Reporting Webpages and BN - Response to ADMO : 20-113181 - 818 for / pour: 
Revise/A réviser 

Date: 2020-11-23 4:42:13 PM 

Attachments: image002.png 


20-113181-818 Memo to ADM Vaccine Reporting Webpage 2020-10-16 revised clean.docx 
20-113181-818 Memo to ADM Vaccine Reporting Webpage 2020-10-16 revised track changes.docx 


Hi Thanh, 
Please find attached to this email revised BN with tracked changes as well as the revised BN clean version. 


Note that | am not able to add the documents to MECS right now (having issues with Lotus Notes). | will 
update the documents in MECS tomorrow morning and will send audit trail as well. 


Thanks, 
Sandra 


From: Nguyen, David (HC/SC) <david.nguyen@canada.ca> 

Sent: 2020-11-23 4:33 PM 

To: Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Ce: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Subject: FW: DUE MON NOV 23 - Vaccine Reporting Webpages and BN - Response to ADMO : 20- 
113181 - 818 for / pour: Revise/A réviser 


Hey Thanh, 
Not sure if Sandra left for the day yet but see below. 
David 


Sent from my Bell Samsung device over Canada's largest network. 


-------- Original message -------- 

From: "Simon, Craig (HC/SC)" <craig.simon@canada.ca> 

Date: 2020-11-23 4:17 p.m. (GMT-05:00) 

To: "Litowitz, Paul (HC/SC)" <paul.litowitz@canada.ca>, "Pasquier, Sandra (HC/SC)" 


<sandra.pasquier@canada.ca> 
Ce: "Nguyen, David (HC/SC)" <david nguyen@canada.ca>, "Lada-Moldovan, Laura (HC/SC)" 


<laura.lada-moldovan@canada.ca> 
Subject: RE: DUE MON NOV 23 - Vaccine Reporting Webpages and BN - Response to ADMO 


: 20-113181 - 818 for / pour: Revise/A réviser 


Thanks Paul (et al), 
Looks good. Approved. 


Craig 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-11-23 3:37 PM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Nguyen, David (HC/SC) 
<david.nguyen@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Subject: DUE MON NOV 23 - Vaccine Reporting Webpages and BN - Response to ADMO: 20-113181 - 
818 for / pour: Revise/A réviser 


Hi Sandra, 
Please see below/attached. Thanks to Laura for drafting, consulting and preparing. 


FYI ARMIS (Heather Morrison) and BBRS (Jnona Rose, Sophie Sommerer) nave helped inform the 
response. 


Note, this is request back to DO/DGO today. Please let us know if you have any questions, 
Paul 


1) Please see attached updated BN (track changes and clean versions) 


2) Proposed response addressing Supriya’s comments: 
The current Report a side effect webpage is the result of the revision made in November 2019 
to simplify the reporting of side effect per product category and to incorporate the mandatory 
reporting requirements from hospitals. Following this change, Health Canada received 
complaints from the BC province, mainly regarding the term used when referring to “routine” 
immunization programs, noting that what is considered “routine” in one province or territory 
may not be “routine” in another. For instance, Quebec provincial law requires that all adverse 
events following immunization for any vaccines be reported to the local public health units, 
whereas other provinces and territories have a narrower list of vaccines required to be 
reported to local public health units. 


The main objective with the changes proposed to this webpage is to streamline the vaccine 
reporting process through PHAC’s P/T AEFI reporting process, as opposed to Health Canada’s 
reporting mechanism. This will align with the current process for other stakeholders, such as 
health care providers, while consumers will be encouraged to share their vaccine adverse 
event with a health professional, who can report via PHAC’s P/T AEFI mechanism on their 
behalf. 


The current Briefing Note accounts for how any adverse reaction reports for vaccines 
administered outside the routine immunization schedules (e.g., diagnastic vaccines, 
therapeutic vaccines, etc.) received by PHAC from P/Ts will be redirected to Health Canada, for 
appropriate action where it fails outside of PHAC’s mandate (i.e., for therapeutic vaccines). 


With respect to concerns regarding Health Canada sharing vaccine reports with PHAC: 
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- The Bureau of Biologics, Radiopharmaceutical and Self-Care Products (BBRS) of MHPD 
and the Public Health Agency of Canada have a well-established process for sharing 
information on a monthly basis for all vaccines, and on a weekly basis during influenza 
season for influenza vaccines. Aggregate data and the summary of the causality 
assessment of these reports are also shared with the provinces and territories. 

- For urgent safety signal, an alert system is in place, managed by the Public Health 
Agency of Canada, to notify all members of the Vaccine Vigilance Working Group 
(Health Canada, the provinces and territories and other federal government including 
RCPM, DND, ISC and CSC). This alert system is designed to inform other members if a 
safety signal has been identified and requires immediate attention/action by other 
members. 

- AStandard Operating Procedure on Signal Response Protocol between Health Canada 
and the Public Health Agency of Canada is being developed with a Common Core Issues 
Management Process for COVID-19 Vaccines. This document will highlight the roles 
and responsibilities, management of the signal response, regulatory intervention and 
communication plan. 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Sent: 2020-11-19 11:04 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca> 

Ce: Nguyen, David (HC/SC) <david.nguyen@canada.ca> 

Subject: FW: 20-113181 - 818 for / pour: Revise/A réviser 


Hi, 
Please review Supriya’s comments below: 


October 27--ADMO revisions [ee se 


SMA comments: 

| think it makes sense to try and funnel all the AERs for preventative vaccines that are part of schedules 
through one mechanism. The BN refers to the process if PHAC gets AERs for therapeutic vaccines, but 
doesn’t talk about how we would refer vaccine AERs to the public health system if we receive them. | 
would think that would be the greater risk since people may be accustomed to reporting through HC 
prior to the clarification. 


Also, beyond this immediate period of time when we’re looking at “real-time” assessment of AERs, the 
question had been previously that public health gathers and aggregates information potentially on a 
longer timeframe, so for other vaccines, are we sure we have a system in place to identify “urgent” 
AAERs that may come up that require immediate regulatory intervention? 


Supriya 
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Thanks, 
Sandra 


From: Sophea Thin <sophea.thin@hc-sc.gc.ca> 

Sent: 2020-11-19 10:51 AM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca>; Canada Vigilance (HC/SC) 
<hc.canada.vigilance.sc@canada.ca>; Cote2, Annick (HC/SC) <annick.cote2@canada.ca>; Khan, Emran 
(HC/SC) <emran.khan@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Subject: 20-113181 - 818 for / pour: Revise/A réviser 


ad En Canada 


Audit Trail / Suivi de vérification 
Branch Correspondence / Correspondance des directions générales 


Subject / Sujet: 20-113181 - 818 for / pour: Revise/A réviser 


20-113181 - 818 


| |Send To/ Envoyé a 


fees oe _\Fenvoi 
HPFB-MHPD-DGO Organization/Organisme 2020-11-19 


HPFB-MHPD-MHPSEIB 
Sophea Thin/HC-SC/GC/CA Person/Personne 


Document Status / Statut du dossier: Open/Ouvert 
Action / Intervention: Revise/A réviser 


Comment / Commentaires: 
Please see SMA comments for revsions. Thanks Sophea. 


Here is the link to document / Voici le lien au document: OQ 


The documents provided to you may contain personal information. 
Hf you have received these documents in error, notify the MECS-USER-SUPPORT group immediately. 


Les documents qui vous sont fournis peuvent contenir des renseignements personnels. 
Si vous avez regu ces documents par erreur, avisez immédiatement le groupe courriel des MECS-USER-SUPPORT. 


Created By / Créé par: Sophea Thin 
Date Created / Créé le: 2020-11-19 
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From: Berg, Jason (HC/SC) 


To: Lada-Moidovan, Laura (HC/SC); Stienburg, Lynn (HC/SC) 

Ca Pink, Natasza (HC/SC): Matar, Nour (HC/SC); Gasinzigwa, Sarah (HC/SC); Litowitz, Paul (HC/SC): Canada Vigilance (HC/SC) 
Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Date: 2020-02-19 3:42:55 PM 

Attachments: image001.jpg 


There may be a particular emphasis on immunization program vaccines but those PT reporting schemes seem to be for adverse events 
following any vaccination. Again, you’d need to consult with PHAC about what they prefer. 

From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-02-19 3:29 PM 

To: Berg, Jason (HC/SC); Stienburg, Lynn (HC/SC) 

Cc: Pink, Natasza (HC/SC); Matar, Nour (HC/SC); Gasinzigwa, Sarah (HC/SC); Litowitz, Paul (HC/SC); Canada Vigilance (HC/SC) 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Hi Jason, 

The concern is that AEFI reports may be sent to local health units for those other vaccines, but since it is not a requirement, it is not 
guaranteed that all hospitals will take this approach. 

You are correct in saying that for those taking this approach, the exemption was interpreted as such, but for all the hospitals (or HCPs 
or consumers) who choose to distinguish/recognize vaccines outside an immunization program (or just that they are unaware that 
they could submit those through an AEFI channel), shouldn’t we refer them to the CVP pre-established available route? 

Another concern would be to determine if PHAC would be fine with our messaging being to request all vaccines (regardless if part or 
not of a routine immunization program) to be submitted through AEF! network — if they are fine with this, our messaging could be 
updated accordingly and that could simplify a lot the topic around vaccine reporting. 

Thanks, 

Laura 


From: Berg, Jason (HC/SC) <jason.berg@canada.ca> 

Sent: 2020-02-19 3:11 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca> 

Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzigwa@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Canada Vigilance (HC/SC) 
<hc.canada.vigilance.sc@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Hi Laura, 

Regarding the last point, my understanding is that AEFI reports may be sent to local health units for those other vaccine types that you 
listed and the AEFI report shared with us. That’s partly why we felt comfortable interpreting this for hospitals as an exemption when 
any AEFI report is submitted locally. 

Jason 

From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-02-19 2:57 PM 

To: Stienburg, Lynn (HC/SC); Berg, Jason (HC/SC) 

Ce: Pink, Natasza (HC/SC); Matar, Nour (HC/SC); Gasinzigwa, Sarah (HC/SC); Litowitz, Paul (HC/SC); Canada Vigilance (HC/SC) 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Hi Lynn, 

| agree that your below excerpt addresses very well the topic around vaccines, and removes any confusion around it; our plan is to 
actually include this update in the GD and in the meantime in the upcoming FAQ. | am not sure however if the website publication 
standards would support such a lengthy text on an interface webpage, but see the benefit of having this in. I’ll have to verify further 
and get back to you. 
Jason; thanks for your suggestion, | will check in with Jnona/ Jim. 

The reference encouraging to submit to CVP is for vaccines that are outside an immunization program or not submitted via CAEFI 
network. That could be the case for travel vaccines, HPV, influenza, etc. These are still of interest to CVP, given they wouldn't be 
reported via any other channel and should therefore offer a way to HCPs, hospitals and consumers on how to report these to CVP. In 
this context, do you still think we should remove what you indicated below? 

Thanks, 

Laura 


From: Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca> 

Sent: 2020-02-19 2:39 PM 

To: Berg, Jason (HC/SC) <jason.berg@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Litowitz, Paul 
(HC/SC) <paul litowitz@canada.ca>; Canada Vigilance (HC/SC) <hce.canada.vigilance.sc@canada.ca> 

Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzigwa@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Hi Laura; 

| find the wording to be a bit cumbersome. Can the earlier response received on vaccine reporting be used as the backbone for the 
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website message? This response recognizes while most P/Ts in Canada have extended this reporting requirement to local health units 

to include ALL serious ADRs involving a vaccine, not all have. 
As per the regulations, vaccines that are administered under the routine immunization program of a province or territory are 
exempt from the mandatory reporting requirement. The rationale for this exemption is that serious adverse drug reactions 
(ADRs} to these vaccines are already being reported through the network for adverse events following immunization (AEFI), 
and this information is collected and analyzed at the national level by the Public Health Agency of Canada. The rationale for 
this exemption also extends to serious ADRs to vaccines administered outside of a routine immunization program if they 
are reported to the AEFI network. However, it is important to note that serious ADRs to vaccines administered outside of a 
routine immunization program that are not reported through the AEFI network remain subject to mandatory reporting, In 
brief, if a hospital submits an AEFI report, they are not obligated to submit a report to Health Canada as well. 

Just a though for consideration. 

Thank you, 

- Lynn 

From: Berg, Jason (HC/SC) <jason.berg@canada.ca> 

Sent: 2020-02-19 3:27 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca>; Litowitz, 

Paul (HC/SC) <paul.litowitz@canada.ca>; Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 

Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 

<sarah.gasinzigwa@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Hi Laura, 

It may be best to check in with somebody like Jnona Rose or PHAC to be certain, but I’m not sure it’s accurate to refer to the reporting 

framework as being PHAC’s or that all provinces use the CAEFI form. Please see below for some additional input. 

Thanks 

Jason 

From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-02-19 9:03 AM 

To: Stienburg, Lynn (HC/SC); Berg, Jason (HC/SC); Litowitz, Paul (HC/SC); Canada Vigilance (HC/SC) 

Ce: Pink, Natasza (HC/SC); Matar, Nour (HC/SC); Gasinzigwa, Sarah (HC/SC) 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Thank you all for your comments! For your final review, the proposed website updated content is as follows. Upon your concurrence, 


we will have it reviewed by our stakeholder one last time before submitting to CPAB: 


Report an adverse reaction to a vaccine: hospitals 


There are new mandatory reporting requirements for hospitals. Hospitals must report, in writing, within 30 days of documenting the serious adverse drug 
reaction within the facility. We-eneourage-hospitals to- report sooner; if possible: 


Health care professionals who work in a hospital should check with their hospital administration to learn about any new requirements. 


® Hospitals do pot have to report under this is cequirement for vaccines if they have submitted an n Adverse Events F eee. Immunization pene ee eee Se Rey 


Report an adverse reaction to a vaccine: health care provider 


Health care providers who suspect an adverse reaction (side effect) to a vaccine are strongly encouraged to report it to their local public health unit. Talk to 
your patients about signs to watch for. 
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Report a side effect to a vaccine: consumers 


Everyone who witnesses or experiences a side effect (adverse reaction) following immunization is strongly encouraged to report it {he PHAC page 
ni. You may ask your health care provider (doctor, health care 


encourages consumers to ask their HCP to complete the form. We should be 
provider, pharmacist) to help you. 


From: Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca> 

Sent: 2020-02-18 11:38 AM 

To: Berg, Jason (HC/SC) <jason.berg@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) 
<laura.lada-moldovan@canada.ca>; Canada Vigilance (HC/SC) <hc. a.vigil : nada.ca> 

Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzigwa@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Thank you Jason 


From: Berg, Jason (HC/SC) <jason.berg@canada.ca> 

Sent: 2020-02-18 12:10 PM 

To: Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Lada-Moldovan, Laura 
(HC/SC) <laura.lada-moldovan@canada.ca>; Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 

Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzi c Ca 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Hi Lynn, 

The fact that most P/Ts required this reporting was an important consideration. But the main reason was less about the 
obligatory/voluntary nature of those programs and more that there were established AEFI reporting networks in all P/Ts. 

Jason 

From: Stienburg, Lynn (HC/SC) 

Sent: 2020-02-18 10:30 AM 

To: Litowitz, Paul (HC/SC); Lada-Moldovan, Laura (HC/SC); Canada Vigilance (HC/SC); Berg, Jason (HC/SC) 

Ce: Pink, Natasza (HC/SC); Matar, Nour (HC/SC); Gasinzigwa, Sarah (HC/SC) 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Good morning; 


| believe there should be some recognition that P/Ts may have different reporting requirements: In accordance with P/T 
legislation... if a hospital submits an AEFI report, they are not obligated to submit a report to Health Canada as well. 
Thanks 
-Lynn 
From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 
Sent: 2020-02-18 7:15 AM 
To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Canada Vigilance (HC/SC) <he.canada.vigilance.sc@canada.ca>; 
Berg, Jason (HC/SC) <jason.berg@canada.ca> 
Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Matar, Nour (HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) 
<sarah.gasinzigwa@canada.ca>; Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca> 


Subject: Re: Instructions on Canada.ca re. AEFI reporting 
Hi, if we keep the second serious ADR advisement would suggest acknowledging or linking to the report button above. Defer 
to the stakeholders being consulted (MBBNHPB has reached out?) to confirm if this helps clarify. Any news there? Thanks 
Sent from my BlackBerry 10 smartphone on the Bell network. 


From: Lada-Moldovan, Laura (HC/SC) 

Sent: Thursday, February 13, 2020 12:48 PM 
To: Canada Vigilance (HC/SC); Litowitz, Paul (HC/SC); Berg, Jason (HC/SC) 
Ce: Pink, Natasza (HC/SC); Matar, Nour (HC/SC); Gasinzigwa, Sarah (HC/SC) 
Subject: RE: Instructions on Canada.ca re. AEFI reporting 

HI CV, 


Please disregard my comments below. Jason pointed out a good consideration: 


The reporting exemption for vaccines has already been interpreted in the guidance and does not make reference to this “provincially 
regulated immunization program”. The exemption has been interpreted to be for any AEFI report already submitted to public health. 
We should not be making reference to this other list. 
Jason/Paul, what do you think about this suggestion instead? 
Welcome any other suggestions too © 
Reporting an adverse reaction to a vaccine: 

1. Health Care Provider - Placing the following sentence before the “Report a side effect” link: 
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ATIA -19(1) 


if you are reporting an Adverse Events Following Immunization (AEFI), please contact the Public Health Agency of Canada 
{PHAC). 

2. Hospitals - Revising the message to the following: 
There are new mandatory reporting requirements for hospitals. Hospitals must report, in writing, within 30 days of 
documenting the serious adverse drug reaction within the facility. We encourage hospitals to report sooner, if possible. 


Health care professionals who work in a hospital should check with their hospital administration to learn about any new 
requirements. 


® AEFI are not subject to mandatory reporting for hospitals, since a distinct reporting framework is in place through PHAC. 


o Hospitals and health care professionals should submit an AEFI to their local public health unit in line with the 
PHAC’s Canadian Adverse Events following Immunization (CAEFI) reporting network. If the CAEFI form is used 
to report an adverse reaction to a vaccine and submitted to the local public health unit, then an additional 
report does not need to be submitted to Health Canada. 


® Serious adverse reactions to vaccines administered outside of a routine immunization program are subject to mandatory 
reporting for hospitals. 


o Reports about serious adverse reactions to these vaccines should be submitted to Health Canada, unless they 
are reported through the PHAC’s CAEFI! network. 


3. Consumers: The “report a side effect” button will link to the CAEFI website instead. 
Thanks, 
Laura 
From: Lada-Moldovan, Laura (HC/SC) 
Sent: 2020-02-12 3:39 PM 


To: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca>; Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca>; Matar, Nour 
(HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) <sarah.gasinzi da.ca> 


Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca> 
Subject: RE: Instructions on Canada.ca re. AEFI reporting 
Hi CV, 
Thanks for sharing! Could you please prepare a response to clarify that the phrase “provincially regulated immunization program” has 
been hyperlinked (see in our original response) with the reference to the complete lists of what vaccines are considered as part of a 
routine immunization program, for each of the P/T, as a way to address this issue, asking them to re-consider if this could add clarify? 
Thanks, 

Laura 


From: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 

Sent: 2020-02-12 3:20 PM 

To: Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Matar, Nour 
(HC/SC) <nour.matar@canada.ca>; Gasinzigwa, Sarah (HC/SC) <sarah.gasinzigwa@canada.ca> 

Ce: Pink, Natasza (HC/SC) <natasza.pink@canada.ca> 

Subject: FW: Instructions on Canada.ca re. AEFI reporting 

FYI 


From: as 3 cCOC] SF becdeca> 


Sent: 2020-02-12 3:00 PM 

To: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 

Ce: Rose, Jhona (HC/SC) <jhona.rose@canada.ca>;  sccoc) HR @ 2 cccic.ca>; Vaccine Vigilance (PHAC/ASPC) 
<phac.vaccine.vigilance.asoc@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Hello, 


Thank you for the opportunity to review. From BC perspective’s the phrase “provincially regulated immunization program” is not clear, 
and depending on how it is interpreted, not accurate. Thus the changes below would not fully address our concerns. All AEFI are 
reportable to public health in BC, and | understand this to be true in several other P/Ts as well. PHAC Vaccine Safety team — do you 
have suggestions for how this can concept can be reflected in the instructions given that there may be P/T variability? Perhaps the 


distinction should be worded based on AEFI reporting processes/legislation, not the immunization schedules. 
Thanks, 


Communicable Diseases and fmmunization Service 


rel 604 


Fax 604 707 2515 
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ATIA -19(1) 


This e-mail message, including any attachments, is intended only for the use of the individual or entity to which it is addressed and may contain information that is 
privileged and/or confidential. if you are not the intended recipient or the employee or agent responsible for delivering the communication to the intended recipient, 
please notify us immediately by replying to this message and then delete this message from your system. You are hereby notified that any use, dissemination, 
distribution and/or reproduction of this message and/or any attachments by unintended recipients is unauthorized and may be unlawful. 


From: Canada Vigilance (HC/SC) [mailto:hc.canada.vigilance.sc@canada.ca] 


Sent: Wednesday, February 12, 2020 11:34 AM 
To: AI COC 


Cc: Rose, Jhona (HC/SC); BCCDC]; Vaccine Vigilance (PHAC/ASPC) 
Subject: FW: Instructions on Canada.ca re. AEFI reporting 
Dear 


Thank you for your email sent to the PHAC Vaccine Vigilance Working team on January 28, 2020. It has been redirected to the Canada 
Vigilance Program for response. 
Please note that Health Canada is aware of the issue and is in the process of updating the “Report a side effect” webpage in order to 
prevent potential misreporting of Canadian Adverse Events Following Immunization (CAEFI). 
Please find below the draft proposed revisions for the “Report a side effect” webpage for your review and feedback. A response would 
be appreciated by Friday, Feb 14 2020. 
Reporting an adverse reaction to a vaccine: 
1. Health Care Provider - Placing the following sentence before the “Report a side effect” link: 
If you are reporting as part of a provincially regulated immunization program, please contact the Public Health Agency of 
Canada. 
2. Hospitals - Revising the message to the following: 
There are new mandatory reporting requirements for hospitals. Hospitals must report, in writing, within 30 days of 
documenting the serious adverse drug reaction within the facility. We encourage hospitals to report sooner, if possible. 


Health care professionals who work in a hospital should check with their hospital administration to learn about any new 
requirements. 


Hospitals and health care professionals should submit an adverse reaction to a vaccine that is part of a routine provincial 
ial immunization ram to their local public health unit in line with the Public Health Agency of Canada’s 

(PHAC) Canadian Adverse Events following Immunization (CAEF!) reporting network. If the CAEFI form is used and 

submitted to the local public health unit, then an additional report does not need to be submitted to Health Canada. 


Serious adverse reactions to a vaccine administered outside of a routine immunization program that are not reported 
through the PHAC’s CAEFI network remain subject to mandatory reporting. 


3. Consumers: The “report a side effect” button will link to the CAEFI website instead. 
We are committed to ensuring the transmission of clear and accurate information. Your feedback is important to us and we are 
looking forward to receiving your comments. 
Please do not hesitate to contact the Canada Vigilance Program if you need further information. 
Sincerely, 
Canada Vigilance Program 
Programme Canada Vigilance 


From: © bcccc.ca> 


Sent: 2020-01-28 5:39 PM 

To: Vaccine Vigilance (PHAC/ASPC) <phac.vaccine.vigilance.asoc@canada.ca> 

Cc: I © by ccdc.ca> 

Subject: Instructions on Canada.ca re. AEFI reporting 

Hi PHAC Vaccine Safety Team, 

Around the holidays we noticed changes to the Health Canada side effect reporting page httos://www.canada.ca/en/health- 
canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting.html We are concerned that the instructions on 
this page will lead to AEFI reports misdirected outside the provincial public health reporting process. 

When you click through the “vaccine” option (e.g. bttps://www.canada.ca/en/health-canada/services/drugs-health- 
products/medeffect-canada/adverse-reaction-reporting/vaccine/consumer.html) you are directed to the Canada Vigilance report 
form. Should users not be directed to report to follow the P/T AEFI reporting process and directed to the following page for specific 
instructions: https://www.canada.ca/en/public-health/services/immunization/federal-provincial-territorial-contact-information-aefi- 
related-questions.html? Similarly on httos://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect- 
canada/adverse-reaction-reporting/vaccine/health-care-providers.html, should the main contact be the PHAC link that appears at the 
bottom? In BC, adverse reactions to a vaccine are reportable to the MHO, not just those “part of a provincially regulated immunization 
program”. The instructions here risk consumers and HCP misreporting the AEFI which has clinical and surveillance risks. 
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ae: been in touch with contacts at Health Canada regarding our concerns, but we wanted to ensure your team was aware of 
our concerns and request your assistance with updates to prevent potential misreporting of AEF]. What would your recommendations 
on next steps be? 

Thank you, 


Communicable Diseases and Immunization Service 
BC Centre for Disease Contral 
Provincial Health Services Authority 
655 West 12" Avenue 
Vancouver, BC V5Z 4R4. 
Tel 606 
Fax G04 707 2515 
ME 2 cctc.co 
This e-mail message, including any attachments, is intended only for the use of the individual or entity to which it is addressed and may contain information that is 
privileged and/or confidential. If you are not the intended recipient or the employee or agent responsible for delivering the communication to the intended recipient, 
please notify us immediately by replying to this message and then delete this message from your system. You are hereby notified that any use, dissemination, 
distribution and/or reproduction of this message and/or any attachments by unintended recipients is unauthorized and may be unlawful. 


Report. an adverse reaction to a vaccine: health care provider | 


Health care pro ars vitio suspect an dieses reaction (side effect) to a vaccine are stror Fgh) encouraged to report it. Talk 
to your patients about signs to watch for. 


andatory reporting rules anda 
lifferent form thar you wil f need to use to report. Check with your administration to learn about any new 
require ents for your specific hospital. 


If — are reporting aspartate, prowagially requiated imn 
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From: Litowitz, Paul (HC/SC) 


To: Kay, Catherine (HC/SC) 

Ce: Smith, J Mark (HC/SC); Leclerc, Celine (HC/SC); Dusko, Natasza (HC/SC); Lada-Moldovan, Laura (HC/SC); 
Lapenskie, Teena (HC/SC); Pasquier, Sandra (HC/SC) 

Subject: FW: *** please advise****: Vaccine Reporting Web Page: 20-113181 - 818 for / pour: Approved/Approuvé 

Date: 2020-11-25 4:30:00 PM 

Attachments: image002.png 


20-113181-818 Approval Slip Vaccine reporting webpage 2020-10-06.docx 
20-113181-818 Memo to ADM Vaccine Reporting Webpage 2020-10-22.docx 
CR_vaccine-consumer_EN-clean_ 2020-10-06.docx 
CR_vaccine-healthcareprovider EN clean 2020-10-06.docx 
CR_vaccine-hospital EN clean 2020-10-06.docx 

CR_vaccine-industry EN-clean_2020-10-06.docx 


CR_vaccine-main page-EN_rev-clean_2020-10-06.docx 


Hi Catherine, Approved documents attached (thank you Teena). We’ve appreciated other instances 
were CPAB coordinated translation as well. Thanks for following up! Paul 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-25 3:00 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Lapenskie, Teena (HC/SC) 
<teena.lapenskie@canada.ca> 

Ce: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) 
<jmark.smith@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Dusko, 
Natasza (HC/SC) <natasza.dusko@canada.ca>; Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 
Subject: RE: Vaccine Reporting Web Page: 20-113181 - 818 for / pour: Approved/Approuvé 


Hi Paul, 


You are right that CPAB conducts the French translations of web content when they were involved in 
the plain language editing of the content. | am not certain that is the case for these pages but please 
let me know if | am mistaken. 


Thank you, 


Catherine 


From: Litowitz, Paul (HC/SC) <pauLlitowitz@canada.ca> 

Sent: 2020-11-25 1:28 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Lapenskie, Teena (HC/SC) 
<teena.lapenskie@canada.ca> 

Ce: Leclerc, Celine (HC/SC) <celine leclerc@canada.ca>; Smith, J Mark (HC/SC) 
<jmark.smith@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Dusko, 
Natasza (HC/SC) <natasza.dusko@canada.ca>; Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 
Subject: RE: Vaccine Reporting Web Page: 20-113181 - 818 for / pour: Approved/Approuvé 


Hi Catherine (and Teena), 


In the past, CPAB has conducted French translations, we appreciate this standard approach will 
continue to be employed. 


Teena, for consideration could HPSEB DO admin team provide the approved web pages from MECS to 
Catherine? 


Thank you, 
Paul 


From: Kay, Catherine (HC/SC) <catherine. kay@canada.ca> 

Sent: 2020-11-25 12:12 PM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Dusko, Natasza (HC/SC) <natasza.dusko@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) 


<jmark.smith@canada.ca> 
Subject: RE: Vaccine Reporting Web Page: 20-113181 - 818 for / pour: Approved/Approuvé 


Hi Paul, 


Please provide the updated pages (ie track changes from the original pages currently on the web) 
along with the French translations of each of these and then we can process them and share with CPAB 
for the updates to be made. 


Please let me know if you have any questions. 
Thank you, 


Catherine 


From: Kay, Catherine (HC/SC) 

Sent: 2020-11-25 10:51 AM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Dusko, Natasza (HC/SC) <natasza.dusko@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) 
<jmark.smith nada.ca> 

Subject: RE: Vaccine Reporting Web Page: 20-113181 - 818 for / pour: Approved/Approuvé 


This is great news Paul! We will be in touch with next steps. 


Catherine 


From: Litowitz, Paul (HC/SC) <paullitowitz@canada.ca> 

Sent: 2020-11-25 8:09 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Dusko, Natasza (HC/SC) <natasza.dusko@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) 
<jmark.smith@canada.ca> 

Subject: FW: Vaccine Reporting Web Page: 20-113181 - 818 for / pour: Approved/Approuve 


For awareness. Please let us know if there are any next for HPSEB. Thank you, Paul 


From: Pinard, Mike (HC/SC) <mike.pinard@canada.ca> 

Sent: 2020-11-25 8:03 AM 

To: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 

Cc: HC.F MHPD HPSEB Managers / DPSC HPSEB Gestionnaires F.SC <he. mhpdhpsebmanagers- 
dpschpsebgestionnaires.sc@canada.ca>; HC.F MHPD Action Requests F.SC 

<MHPD_Action Requests@canada.ca> 

Subject: Vaccine Reporting Web Page: 20-113181 - 818 for / pour: Approved/Approuvé 


Hi HPSEB, 


The vaccine reporting webpage file has been approved by ADMO. Audit to follow. 


Thanks 
Mike 
From: Nathalie Choquette [mailto:nathalie, choquette@hc-sc.gc.ca] 


Sent: 2020-11-24 6:30 PM 

To: Zigayer, Alyson (HC/SC); Geoffrion, Frederic (HC/SC); MHPD / DPSC (HC/SC); Pinard, Mike (HC/SC); 
Thin, Sophea (HC/SC) 

Subject: 20-113181 - 818 for / pour: Approved/Approuvé 


Bee com, Sat, Canada 


Audit Trail / Suivi de vérification 
Branch Correspondence / Correspondance des directions générales 


Subject / Sujet: 20-113181 - 818 for / pour: Approved/Approuvé 


20-113181 - 818 


HPFB-ADM-ADMO Organization/Organisme 
HPFB-MHPD-DGO 

Nathalie Choquette/HC-SC/GC/CA ||Person/Personne 

Alyson Zigayer/HC- 


ocument Status / Statut du dossier: Closed/Fermé 
Action / Intervention: Approved/Approuvé 


Comment / Commentaires: 
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Here is the link to document / Voici le lien au document: O 


The documents provided to you may contain personal information. 
If you have received these documents in error, notify the MECS-USER-SUPPORT group immediately. 


Les documents qui vous sont fournis peuvent contenir des renseignements personnels. 
Si vous avez regu ces documents par erreur, avisez immédiatement le groupe courriel des MECS-USER-SUPPORT. 


Created By / Créé par: Nathalie Choquette 
Date Created / Créé le: 2020-11-24 


Page: 251 of/de 458 
A2022001233 


From: Morrison, Heather (HC/SC) 


To: Lada-Moldovan, Laura (HC/SC) 
Ce: Hogan, Vicky (HC/SC); Litowitz, Paul (HC/SC) 
Subject: RE: AR reports to be forwarded by PHAC 


Date: 2020-09-29 10:32:01 AM 


Looks great. Para re arrangement with PHAC — 2 changes 

Change “settled” to “arranged” 

Change diagnosis vaccines to diagnostic vaccines. 

Really appreciate all your work on this and your coordination with Jnona regarding the redirection of 
reports to CVP. 

Heather 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-28 4:15 PM 

To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca> 

Cc: Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Subject: RE: AR reports to be forwarded by PHAC 

Hi Heather, 

As discussed, please see attached the revised BN for your review before re-submitting to DO. 

On a separate note, we will continue to clarify through Outreach and education efforts (eg webinars, 
guidance document, newsletter, etc..) that PHAC monitors preventative vaccines, while HC monitors 
the safety and efficacy of vaccines exclusive to diagnostic/therapeutic uses (e.g., Tubersol, Oncotis), 
to reiterate our interest in receiving these. Such vaccines are rather considered as drugs given their 
therapeutic virtues and would therefore be expected to follow the same reporting process as for 
drugs. 

Thanks, 

Laura 


From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-09-23 11:59 AM 

To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Litowitz, Paul (HC/SC) 

<paul litowitz@canada.ca> 

Cc: Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca> 

Subject: RE: AR reports to be forwarded by PHAC 

Thanks Heather, | am glad to hear that we have found a satisfactory way to address this! 
Thanks for the suggestions, | agree that it makes it clearer that these reports are within CVP’s 
purview and not intended for PHAC (it also comes to reduce sensitivities around the term “sharing” 
if replaced with “re-directing”). 

Will keep you posted! 

Thanks, 

Laura 


Sent: 2020-09-23 11:49 AM 
To: Lada-Moldovan, Laura (HC/SC) <laura. Jada-moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz@canada.ca> 
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Ce: Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca> 

Subject: RE: AR reports to be forwarded by PHAC 

Hi Laura, 

This is excellent and | agree with the proposal. Thanks to you, Jonah and Paul for pulling this 
together so quickly. Hoping PHAC will be amenable to this proposal. 

One minor edit in the request (feel free to change back or modify if you think it would be better 
received by PHAC). The change is basically to note that the reports should not have gone to them 
but in fact should have come to HC i.e. redirect and that PHAC received them in error. 

o “As per the revisions proposed to the Canada Vigilance Program (CVP) vaccine 
reporting website instructions, would PHAC be in agreement to redirect provide 
adverse reaction reports for vaccines outside the routine immunization schedules 
submitted by P/Ts to PHAC in error back to Health Canada’s CVP, in their entirety, 
on a monthly basis ?” 

Heather 


From: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldov canada.ca 

Sent: 2020-09-23 11:38 AM 

To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Litowitz, Paul (HC/SC) 
<paullitowitz@canada.ca> 

Ce: Hogan, Vicky (HC/SC) <vicky. n@canada.ca> 

Subject: RE: AR reports to be forwarded by PHAC 

Thanks Heather, | share your sentiment! And no worries, | am glad you flagged this consideration, 
because it is important it is clarified before moving forwarded. 

Meeting Debrief: 

® There seems to be openness from PHAC to provide a written confirmation/agreement that 
reports outside the immunisation schedule (e.g., treatment, travel, etc) be forwarded back 
to HC in full. PHAC is currently looking into the P/T agreement to ensure there are no 
violations in doing so, and will keep us informed. 

e Suggestion not to make any additional changes to the current proposed revisions: 

012 out of 13 P/T have mandatory reporting requirements for hospitals to report any 
vaccine (i.e., preventative, therapeutic, travel, etc) via the local health units, which 
would result in a duplication if we included a button to say that “therapeutic 
vaccines should be submitted to CVP” (note: we are exempting hospitals from 
reporting to CVP is they submitted via AEFI, so this may cause confusion if we start 
to differentiate). 

o Streamlining all vaccines via PHAC (as opposed to saying preventative go to PHAC/ 
therapeutic go to CVP), simplifies the reporting process for all reporters (hospitals, 
HCPs and consumers), while PHAC/HC would work together in the background to 
redirect the info as needed. 

olf possible, minor revision change request to webpages: replace “What is a vaccine?” 
with “What are vaccines?” since the section starts with “Vaccines are (...)”. 

e Instead of the suggested changes to the Briefing note, include a line in it to cover this with the 
sharing agreement : “Agreement has been settled with the PHAC that any AR reports for 
vaccines outside the routine immunization schedules (e.g., travel vaccines, therapeutic 
vaccines, etc.) received by PHAC (from P/Ts) will be forwarded to Health Canada, within 1 
month of receipt, for appropriate action.” (pending PHAC’s confirmation) 
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@ HPSEB to formalise the request in writing (so that BBRS can facilitate): 

o “As per the revisions proposed to the Canada Vigilance Program (CVP) vaccine 
reporting website instructions, would PHAC be in agreement to provide adverse 
reaction reports for vaccines outside the routine immunization schedules 
submitted by P/Ts, back to Health Canada’s CVP, in their entirety, on a monthly 
basis.” 

® Heads-up: P/Ts normally have 15 days to send their reports to PHAC, but this has been 
decreased to 7 days in the context of COVID. There is interest in seeing the 15-day timeline 
for expedited reporting from industry to HC being reduced in a similar way for COVID related 
cases. 

ol flagged that MHPD has recently issued a notice to reinforce to stakeholders (including 
industry) that all AR reports (including vaccines) associated with confirmed or 
suspected cases of COVID-19 and that meet the requirements for expedited 
reporting should be identified as priority and submitted to Health Canada. 

Heather; would this approach address the concerns you raised? If so, proposing the following next 
steps: 
Next steps: 
@ Heather; may | please ask you to review the above formalised request, to ensure it captures 
well the agreement we wish to frame? 
@ Jhona to submit this request to PHAC 
@ Once agreement confirmed, Laura to revise change requests/briefing note and obtain HPSEB 
Director/DGO concurrence, before submitting to ADMO. 
Let me know if you have any questions. 
Thanks, 
Laura 


From: Morrison, Heather (HC/SC) <heather.morrison@canada.ca> 

Sent: 2020-09-23 9:48 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Ce: Hogan, Vicky (HC/SC) <vicky.hogan nada.ca> 

Subject: RE: AR reports to be forwarded by PHAC 

| don’t know what more | can actually add, so will let you meet. 


| think requesting to redirect reports they receive in error is appropriate and can include example of 
how CVP redirects reports received in error so can be addressed by the appropriate organization. 
lam in agreement with Jason’s recollection regarding “routine immunization vaccines”. It was 
chosen because of the difficulty determining which products should be reported where as | think it 
might be province specific and HC didn’t want to be prescriptive on what should be reported where. 
| believe physicians, (maybe) hospitals should know what needs to be reported to their local health 
authority and it shouldn’t be up to HC to remind them which is what it seems BC wants HC to do. If 
physicians/hospitals do not know where to report then perhaps the provinces could do more 
education/outreach on this. The only people | think would use the HC website for reporting would 
be consumers and they are being requested to report to a health care provider who should know 
where to report the AEFI. 

| guess |'m frustrated as it seems one province (maybe there are more) are not happy with the 
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phrase mentioned above, however it seemed to be the best fit as we did not want to be prescriptive 
on who reports where particularly as it may differ between provinces (if | remember correctly...this is 
a little sketchy in my memory) 

| truly didn’t want this to blow up into something big. Just wanted to ensure all aspects of reporting 
were covered. 

Heather 


From: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 

Sent: 2020-09-23 9:09 AM 

To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Litowitz, Paul (HC/SC) 

<paullitowitz@canada.ca> 

Ce: Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca> 

Subject: RE: AR reports to be forwarded by PHAC 

Thanks for your message Heather. 

I've been in communication with Jnona from BBRS, who has been liaising with PHAC to understand if 

they also receive diagnosis/treatment vaccines. Key points from discussions: 

@ PHAC clarified that there are no “diagnosis vaccines”. The one for tuberculosis BCG comes via SAP, 
so there is a specific reporting framework for this product. Can you think of others we may want 
to flag? 

e For treatment vaccines (more precisely rabies), they mentioned PHAC receives about 10 reports 
per year. 

@ Also, Jnona doesn’t think a written confirmation could be obtained from PHAC for sharing the 
reports in their entirety, because a sharing agreement is not in place, and PHAC could only 
continue to send aggregated info on vaccines reports received, upon request. 

o However, | agree that we should reinforce that such “treatment vaccines” could be 
considered mis-directed when sent to PHAC, and for that reason, it should not be a 
problem for them to re-direct the full report to HC. We should go back to PHAC with 
this argument for re-consideration. 

@ |f we decide the best path forward is to add a caveat to the website reporting instructions 
explaining that treatment (therapeutic) vaccines should be submitted to CVP, and the rest to 
PHAC, we should have clear definitions for each type of vaccines. | was proposing: 

o Preventive vaccines (include clear definition around protecting against diseases) > 
PHAC 

o Therapeutic vaccines (include clear definition around treating diseases) > CVP 

However, Jhona flagged was that some vaccines are both preventative and therapeutic (fall 
within both PHAC/CVP’s scope}, so it wouldn’t be entirely accurate to say that “only preventative 
vaccines are submitted to PHAC”. 

@| also had a quick chat with Jason (OPRAA); he mentioned that the original term “routine 
immunization vaccines” was chosen due to the complexity in qualifying what types of vaccines 
are sent to PHAC. However, we’ve seen this term still causes confusion, which was the trigger for 
this revision request. He also believes that the best plan may be to have PHAC agreeing to 
forward back to HC any mis-directed therapeutic vaccines they receive. Adding a note to our 
website, which redirects the reporting to the “drugs” reporting instructions. 

lam meeting with Jnona this morning again at 10am to continue our discussion, would you be 

available/interested to join us? 

Thanks, 
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Laura 


From: Morrison, Heather (HC/SC) <heather.morrison@canada.ca> 

Sent: 2020-09-23 8:40 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Litowitz, Paul (HC/SC) 
<paul litowitz@canada.ca> 

Ce: Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca> 

Subject: AR reports to be forwarded by PHAC 

Hi, 

| don’t want to hold up posting the vaccine reporting information to the website, so do not 
necessarily require a formal document stating that they will agree to send AR reports for vaccines 
used for treatment and diagnosis to CVP. An e-mail is fine as long as they are aware and are fine with 
redirecting reports that they may receive in error. | doubt that this will be a large volume of reports 
at all as most vaccine reports seems to be for preventative vaccines which are their scope. 

It’s probably similar to what CVP does. We get an AR for a veterinary product and we forward the 
report to VDD. We don’t have anything formal set up but recognize the AR report is for another 
program and redirect, as necessary. 

Heather 
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FOR CONCURRENCE 


20-113181-818 


MEMORANDUM TO THE ASSISTANT DEPUTY MINISTER 
AND THE ASSOCIATE ASSISTANT DEPUTY MINISTER 


Update to Health Canada’s vaccine reporting web site instructions 


vacci 


Food 
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e Thes 


e The British Columbia Centre for Disease Control raised concerns about 
instructions on Health Canada's web site (hyperlinked), which guide 


the Provincial/Territorial Adverse Event Following Immunization 
Surveillance System (P/T AEFISS) which is managed by the Public 
Health Agency of Canada (PHAC). 

e In order to clarify these instructions, we are seeking Health Products and 


following: 


hospitals) and non-regulated reporters to go through the PHAC’s P/T 


terms to make it clear that adverse reactions for vaccines should be 
submitted through only one reporting mechanism (i.e., the P/T AEFISS 
regulatory reporting framework). 


clarity of vaccine reporting instructions and facilitate adverse reaction 
reporting. 


e HPFB ADM concurrence is requested by October 30, 2020, as the flu 
season is emerging and we want to ensure stakeholders are well 
informed of their regulatory requirements for reporting of vaccine adverse 
events. 


SUMMARY 


ne adverse event reporters to report to the Department rather than to 


Branch (HPFB) Assistant Deputy Minister (ADM) approval for the 
pdate Health Canada’s web page to instruct federally regulated (i.e., 


EFI reporting process; 
larify reporting requirements for hospitals and remove ambiguous 


e revisions will ensure accurate information appears online, improve 


BACKGROUND: 


Health Canad 


a's web site (hyperlinked) was updated in December 2019, as a result of 


new regulations being implemented for mandatory medical device incident and serious 


adverse drug 


fel 


Canada 


reaction reporting by hospitals. 


-2- 


At the same time a broader clean up and optimization project was conducted. The main 
objectives were to allow for a more user-friendly experience, diminish the number of 
clicks to obtain desired information, and update content to align with new regulations. 


The updates allowed reporters to choose the health product they wish to report on, 
prompting them to select the reporter type they represented, and then presenting them 
with the instructions on how to report. 


This broader clean up initiative triggered feedback from the British Columbia Centre for 
Disease Control. They submitted comments advising us that there were partially 
incorrect instructions regarding the vaccine adverse event reporting process. 


The collection of vaccine adverse event reports is managed by PHAC through P/T 
regulations, and by Health Canada via federal regulations for manufacturers and 
hospitals. PHAC and Health Canada share the monitoring of vaccines in Canada and 
the two regulatory reporting frameworks overlap. Therefore, if hospital stakeholders 
report adverse events via the P/T regulations, then they are exempted from meeting the 
federal requirement. This is to avoid any duplication of reports. The same logic also 
applies to parties not regulated under federal requirements. 


The proposed revisions will direct hospital reporters to go through PHAC’s P/T AEFI 
reporting process, as opposed to Health Canada’s reporting mechanism. This will align 
with the current process for other stakeholders, such as health care providers. 
Consumers will be encouraged to share their vaccine adverse event with a health 
professional, who can report via PHAC’s P/T AEFI mechanism on their behalf. It will 
also be reinforced that health professionals (working in a non-hospital setting) are 
required to report to their local health units (hyperlinked), as per usual established 
process. 


Additionally, to remove any ambiguity in the reporting requirements for hospitals, the 
statement “Hospitals are not required to report an adverse reaction to a vaccine that is 
part of a routine provincial or territorial immunization program.” will be replaced with 
“However, hospitals do not have to report for vaccines if they have submitted an 
Adverse Events Following Immunization (AEFI) report to their local public health unit.”. 
This will to clarify that vaccine reports only need to be submitted to a local public health 
unit and will help avoid duplication of reports. 


An internal review was conducted and agreement was obtained on the proposed 
changes. The goal is to incorporate the corrections before the flu season to make sure 
parties are correctly informed of their obligations before administration of the flu vaccine 
commences. 


ce 


CONSIDERATIONS: 
The current online content for Health Canada’s web site (hyperlinked) was published in 
December 2019. 


Concurrence on the new proposed changes was obtained as the result of focused 
collaborative discussions amongst the HPFB’s Marketed Health Products Directorate 
(MHPD) policy, surveillance, outreach and clinical vaccine review groups. PHAC’s 
Vaccine Vigilance Working Group and the British Columbia Centre for Disease Control 
were consulted and are satisfied with the proposed changes. 


The proposed revisions do not impact COVID-related initiatives, nor interfere with 
current established procedures. Rather, the revisions to Health Canada’s web site 
content align reporting mechanisms with PHAC’s P/T AEFI reporting process, and aim 
to increase clarity, in order to facilitate the adverse reaction reporting process for all 
vaccines, including COVID-related vaccines. 


Additionally, an agreement has been arranged with the PHAC such that any adverse 
reaction reports for vaccines administered outside the routine immunization schedules 
(e.g., diagnostic vaccines, therapeutic vaccines, etc.) received by PHAC from P’/Ts will 
be redirected to Health Canada, for appropriate action. 


However, a gap remains since despite all vaccine reports being submitted to local 
health units, P/Ts, as per their usual practices, will only send to PHAC reports for 
vaccines that are within PHAC’s purview, which excludes diagnostic/therapeutic 
vaccines. 


e The risk of not receiving diagnostic/therapeutic vaccines from hospitals via P/Ts 
is considered low, when comparted to the significant impact for the larger 
preventative vaccine category. 


e Since 1965, Health Canada received few reports (41) for diagnostic/therapeutic 
vaccines. The information concerning these products would still be obtained via 
manufacturers, who are mandated to report to Health Canada, including 
information they receive from hospitals on a voluntary basis. 


e Weare therefore opting to simplify the website reporting instructions as much as 
possible for the reporter, by streamlining the process rather than differentiating 
pathways based on various types of vaccines. 


e Nonetheless, we will continue to clarify through outreach and education efforts 
for hospitals (eg webinars, guidance document, newsletter, etc.) that PHAC 
monitors preventative vaccines, while Health Canada monitors the safety and 
efficacy of vaccines exclusive to diagnostic/therapeutic uses (e.g., Tubersol, 
Oncotis), to reiterate our interest in receiving these. 
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e Should Health Canada find out that hospitals are not voluntarily reporting to 
manufacturers, we would revisit at that time to determine next steps. 


Once the current content on Health Canada’s web site is updated, cross-links will be 
added to “What's new: Biologics, radiopharmaceuticals and genetic therapies”, “What's 
new: Drug products”, and “Drug product announcements” web pages. Additionally, a 
Really Simple Syndication (RSS) feed update notice will be sent, and social media 
Tweet and Linked-in posts will be added to inform stakeholders about the updates. The 
British Columbia Centre for Disease Control will also be informed via email. 


PORTFOLIO CONSIDERATIONS: 

Communication and Public Affairs Branch (CPAB) made additional plain language 
updates to the revised content. No CPAB ADM approval is required for these revised 
web pages. CPAB’s ADMO, as well as Privy Council Office’s (PCO) communications 
group, may be alerted by CPAB’s digital communications team to inform them of the 
web page changes due to current sensitivity with vaccines. 


RESOURCE IMPLICATIONS: 
These changes are resource-neutral. 


RECOMMENDATIONS: 

The updated vaccine reporting instructions clarify established procedures and facilitate 
the adverse reaction reporting process for vaccines, including adverse events 
associated with COVID-related vaccines once marketed. Further, updating vaccine 
adverse reaction information on the Health Canada web site demonstrates the 
Department's openness to collaborate and address stakeholder concerns. The 
proposed revisions do not affect COVID-related initiatives. 
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Director General 
| concur: 


| do not concur: 


Assistant Deputy Minister Date 


MECS# 20-113181-818 


Contact: Gayatri Jayaraman 
Telephone: 613-946-1133 / Cell: 613-293-8475 


Attachments: 
- Revisions in track changes 
o CR_vaccine-consumer-EN.docx 
o CR_vaccine-healthcareprovider-EN.docx 
o CR_vaccine-hospital-EN.docx 
o CR_vaccine-industry-EN.docx 
o CR_vaccine-main page-EN_rev.docx 
- Final CRs 
o CR_vaccine-consumer_EN_clean.docx 
CR_vaccine-healthcareprovider_EN_clean.docx 
CR_vaccine-hospital_ EN_clean.docx 
CR_vaccine-industry_EN_clean.docx 


.@) 
e) 
re) 
o CR_vaccine-main page-EN_rev_clean.docx 


Change Request for: https://www.canada.ca/en/health-canada/services/drugs- 
health-products/medeffect-canada/adverse-reaction-reporting/vaccine/health-care- 


providers. html 


Report an adverse reaction to a vaccine: health care 
provider 


On this page 


e What is a vaccine 
e Tracking adverse events following immunization 


Health care providers who suspect an adverse event following immunization to a 
vaccine are strongly encouraged to report it to their local public health unit. Learn 
more about reporting adverse events following an immunization. 


If you are a health care professional who works in a hospital, you need to know 
there are new mandatory reporting rules. You also need to use a different form to 
report. Check with your administration to learn about any new requirements for 
your specific hospital. 


What are vaccines 


Vaccines are products that produce immunity to a specific disease. Most vaccines 
are given by injection (needle) but some are given orally (by mouth) or nasally 
(sprayed into the nose). 


They protect people against serious and potentially deadly diseases, such as 
diphtheria, measles, polio and tetanus. 


Tracking adverse events following immunization 


Health Canada and the Public Health Agency of Canada (PHAC) share the 
monitoring of the safety of vaccines in Canada. 


PHAC manages the Canadian Adverse Events Following Immunization Surveillance 
System (CAEFISS). This post-market vaccine safety surveillance system collects 
CAEFISS reports submitted by public health authorities in provinces and territories, 
which in turn receive them from local public health units. Nurses, doctors or 
pharmacists who provide immunizations or care for people who experience an 
adverse event from a vaccine generate most of the reports. 


Once aware, manufacturers (market authorization holders) of all drugs, including 
vaccines, must report: 


e serious adverse reactions in Canada 
e unexpected serious adverse reactions in other countries 
e unusual failures in efficacy for new drugs in Canada 


Manufacturers report to Health Canada’s Canada Vigilance Program. 


| Vaccine Recipient | 
Health Care Provider | Market Authorization Holders (MAHs)} 
i — <i LocalHealth Units | 


Federal/Provincial/Territorial 
Immunization Authorities 
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This diagram shows the pathway of adverse events following immunization reports: 


e from the source (vaccine recipient or market authorization holders) 
e to the Public Health Agency of Canada and Health Canada 


At the top of the diagram, on the left, is a box representing the vaccine recipient. 
From this box, an arrow points downward to a box for the health care provider. 
Another arrow points from this box downward to a box for local health units. From 
this box, an arrow points downward to a box for federal/provincial/territorial 
immunization authorities, then to a box for the Public Health Agency of Canada. 


The right side of the diagram shows a box representing market authorization 
holders. From this box, an arrow points downward to a box for Health Canada. A 
dotted line with double arrows points between the Public Health Agency of Canada 
box and the Health Canada box. 


Related links 


Vaccines and immunization 

MedEffect Canada 

Drugs and health products 

Adverse reaction database 

Advisories, warnings and recalls 

Drug and health product register 

Adverse reaction reporting and health product safety information - guide for 
health professionals 


ee @ ® e® @# @ @ 
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Change Request for: https://www.canada.ca/en/health-canada/services/drugs- 
health-products/medeffect-canada/adverse-reaction- 
reporting/vaccine/hospital. html 


Report an adverse reaction to a vaccine: hospitals 
On this page 


e What is a vaccine 
e Tracking adverse events following immunization 


There are new mandatory reporting requirements for hospitals. Hospitals must 
report, in writing, within 30 days of documenting the serious adverse drug reaction 
within the facility. We encourage hospitals to report sooner, if possible. 


Health care professionals who work in a hospital should check with their hospital 
administration to learn about any new requirements and internal procedures. 


However, hospitals do not have to report for vaccines if they have submitted an 
Adverse Events Following Immunization (AEFI) report to their local public health 
unit. Learn more about reporting adverse events following an immunization. 


What are vaccines 


Vaccines are products that produce immunity to a specific disease. Most vaccines 
are given by injection (needle) but some are given orally (by mouth) or nasally 
(sprayed into the nose). 


They protect people against serious and potentially deadly diseases, such as 
diphtheria, measles, polio and tetanus. 


Tracking adverse events following immunization 


Health Canada and the Public Health Agency of Canada (PHAC) share the 
monitoring of the safety of vaccines in Canada. 


PHAC manages the Canadian Adverse Events Following Immunization Surveillance 
System (CAEFISS). This post-market vaccine safety surveillance system collects 
CAEFISS reports submitted by public health authorities in provinces and territories, 
which in turn receive them from local public health units. Nurses, doctors or 
pharmacists who provide immunizations or care for people who experience an 
adverse event from a vaccine generate most of these reports. 


Once aware, manufacturers (market authorization holders) of all drugs, including 
vaccines, must report: 


e serious adverse reactions in Canada 


e unexpected serious adverse reactions in other countries 
e unusual failures in efficacy for new drugs in Canada 


Manufacturers report to Health Canada’s Canada Vigilance Program 


Vaccine Recipient 
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This diagram shows the pathway of reports on adverse events following 
immunization: 


e from the source (vaccine recipient or market authorization holder) 
e to the Public Health Agency of Canada or Health Canada 


At the top of the diagram, on the left, is a box representing the vaccine recipient. 
From this box, an arrow points downward to a box for the health care provider. 
Another arrow points from this box downward to a box for local health units. From 
this box, an arrow points downward to a box for federal/provincial/territorial 
immunization authorities, then to a box for the Public Health Agency of Canada. 


The right side of the diagram shows a box representing market authorization 
holders. From this box, an arrow points downward to a box for Health Canada. A 
dotted line with double arrows points between the Public Health Agency of Canada 
box and the Health Canada box. 


Related links 


e Vaccines and immunization 

MedEffect Canada 

Mandatory reporting of serious adverse drug reactions and medical device 
incidents by hospitals 


e Drugs and health products 
e Adverse reaction database 


e 
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e Drug and health product register 
e Advisories, warnings and recalls 
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Change request for: https://www.canada.ca/en/health-canada/services/drugs- 


health-products/medeffect-canada/adverse-reaction- 
reporting/vaccine/industry.html 


Report an adverse reaction to a vaccine: industry 
On this page 


e What is a vaccine 
e Tracking adverse events following immunization 


Canada's Food and Drugs Act and Regulations set out specific reporting 
requirements and timelines for mandatory reports. These include requiring 
regulated parties to report: 


e adomestic serious adverse reaction 

e a foreign unexpected serious adverse reaction 

e a domestic unusual failure in efficacy for new drugs involving their marketed 
health products, including vaccines 


Industry must report within 15 calendar days of receiving information about or 
becoming aware of an adverse reaction. 


Report an adverse reaction 


What are vaccines 


Vaccines are products that produce immunity to a specific disease. Most vaccines 
are given by injection (needle) but some are given orally (by mouth) or nasally 
(sprayed into the nose). 


They protect people against serious and potentially deadly diseases, such as 
diphtheria, measles, polio and tetanus. 


Tracking adverse events following immunization 


Health Canada and the Public Health Agency of Canada (PHAC) share the 
monitoring of the safety of vaccines in Canada. 


PHAC manages the Canadian Adverse Events Following Immunization Surveillance 
System (CAEFISS). This post-market vaccine safety surveillance system collects 
CAEFISS reports submitted by public health authorities in provinces and territories, 
which in turn receive them from local public health units. Nurses, doctors or 
pharmacists who provide immunizations or care for people who experience an 
adverse event from a vaccine generate most of the reports. 


Once aware, manufacturers (market authorization holders) of all drugs, including 
vaccines, must report: 


e serious adverse reactions in Canada 


e unexpected serious adverse reactions in other countries 
e unusual failures in efficacy for new drugs in Canada 


Manufacturers report to Health Canada’s Canada Vigilance Program. 


Market Authorization Holders (MAHs) 
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This diagram shows the pathway of adverse events following immunization reports: 


e from the source (vaccine recipient or market authorization holders) 
e to the Public Health Agency of Canada and Health Canada 


At the top of the diagram, on the left, is a box representing the vaccine recipient. 
From this box, an arrow points downward to a box for the health care provider. 
Another arrow points from this box downward to a box for local health units. From 
this box, an arrow points downward to a box for federal/provincial/territorial 
immunization authorities, then to a box for the Public Health Agency of Canada. 


The right side of the diagram shows a box representing market authorization 
holders. From this box, an arrow points downward to a box for Health Canada. A 
dotted line with double arrows points between the Public Health Agency of Canada 
box and the Health Canada box. 


Related links 


e Vaccines and immunization 
e MedEffect Canada 
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Drugs and health products 
Adverse reaction database 
Reporting Adverse Events Following Immunization (AEFI) in Canada: User 


Guide to Completion and Submission of the AEFI Reports 
Overview of the reporting of adverse reactions to marketed health products - 


guidance 
Drug and health product register 
Advisories, warnings and recalls 
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Change request for: https://www.canada.ca/en/health-canada/services/drugs-health- 
products/medeffect-canada/adverse-reaction-reporting/vaccine.html 


Report a side effect to a vaccine: reporter 


*Who/what are you? (required) 


~~ Consumer 
Hospital (including health care providers in a hospital setting) 
Health care provider (outside a hospital setting) 


Poa 


Industry 


From: Litowitz, Paul (HC/SC) 
To: Brutus-Lopez, Marie-Claude (HC/SC); Chen, Chris (HC/SC); Dusko, Natasza (HC/SC); Gasinzigwa, Sarah (HC/SC); 


Leung, Jessica (HC/SC); Pilon, Daphne (HC/SC); Ptasznik, Elizabeth (HC/SC); Saliba, Lee (HC/SC); Stienburg, 
Lynn (HC/SC); Tsui, Zachary (HC/SC) 


Ce: Lada-Moldovan, Laura (HC/SC): Vu, Thanh (HC/SC) 

Subject: RE: Updated vaccine reporting webpages 

Date: 2020-12-02 11:57:54 AM 

Attachments: 20-113181-818 - Memo to ADM - Vaccine Reporting Webpage - 2020-11-24 - Clean.docx 


As mentioned, for interest (attached)... 


From: Litowitz, Paul (HC/SC) 

Sent: 2020-12-01 3:49 PM 

To: Brutus-Lopez, Marie-Claude (HC/SC) <marie-claude.brutus-lopez@canada.ca>; Chen, Chris 
(HC/SC) <chris.chen@canada.ca>; Dusko, Natasza (HC/SC) <natasza.dusko@canada.ca>; Gasinzigwa, 
Sarah (HC/SC) <sarah.gasinzigwa@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Leung, Jessica (HC/SC) <jessica.leung@canada.ca>; Pilon, Daphne (HC/SC) 
<daphne.pilon@canada.ca>; Ptasznik, Elizabeth (HC/SC) <elizabeth.ptasznik@canada.ca>; Saliba, Lee 
(HC/SC) <lee.saliba@canada.ca>; Stienburg, Lynn (HC/SC) <lynn.stienburg@canada.ca>; Tsui, 
Zachary (HC/SC) <zachary.tsui@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Subject: FW: Updated vaccine reporting webpages 

fyi 

From: Litowitz, Paul (HC/SC) 

Sent: 2020-12-01 3:49 PM 

To: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires coordinateurs F.SC 
<he.mhodhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca> 

Ce: Rose, Jhona (HC/SC) <jhona.rose@canada.ca> 

Subject: Updated vaccine reporting webpages 

Hi everyone, 

Sharing for awareness. 

You may know, December 2019 changes to our website introduced partially incorrect instructions. 
Below (web links}, correct these instructions and make it clear that adverse reactions for vaccines 
should be submitted through only one reporting mechanism (i.e., the PHAC’s Provincial/Territorial 
Adverse Event Following Immunization Provincial/Territorial Adverse Event Following Immunization 
(P/T AEFI) Surveillance System). The updated vaccine reporting instructions clarify established 
procedures and facilitate the adverse reaction reporting process for vaccines, including adverse 
events associated with COVID-related vaccines once marketed. 

Thanks to everyone who input into these updates, 

Paul 


From: Kay, Catherine (HC/SC) <catherine. kay@canada.ca> 

Sent: 2020-12-01 3:30 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; 
Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hello, 

The pages are now live. Please see attached links. Let me know if there are any concerns. 

Main page 
httos:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine.html 
https:/Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin.html 

Consumer 
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/consumer. html 
httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 


canada/declaration-effets-indesirables/vaccin/consommateur.html 

Hospital 
httos:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/hospital.html 
https://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/hopital. html! 

Health Care Providers 
httos:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 


reaction-reporting/vaccine/health-care-providers.html 
: .can a/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
eclaration-effets-i sirables/vaccin/professionnels-sante.html 


-reporting/vaccine/industry. html 
fr/sante-canada/services/medicaments-produits-sante/me ~ 
-effets-i sirables/vaccin/industrie. html 


Thank you, 
Catherine 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-28 9:25 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 

Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 

Thanks, 

Paul 

Why is this product/guidance document being posted now? 

It is imperative that these changes be posted prior to approval of the first COVID vaccine (possibly as 
early as 7 December) in order to ensure that any adverse events are correctly reported for these 
vaccines. The December 2019 changes to Health Canada website introduced partially incorrect 
instructions. The current changes correct this error and make it clear that adverse reactions for 
vaccines should be submitted through only one reporting mechanism (i.e., the PHAC’s 
Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial Adverse Event 
Following Immunization (P/T AEFI) Surveillance System). 
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How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine reporting 
instructions clarify established procedures and facilitate the adverse reaction reporting process for 
vaccines, including adverse events associated with COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, as opposed 
to Health Canada’s reporting mechanism. This will align with the current process for other 
stakeholders, such as health care providers. Health professionals (working in a non-hospital setting) 
are required to report to their local health units, as per usual established process. Consumers will be 
encouraged to share their vaccine adverse event with a health professional, who can report via 
PHAC’s P/T AEFI mechanism on their behalf. 


Are we expecting media attention? 
No, however, updating vaccine adverse reaction information on the Health Canada web site 
demonstrates the Department’s openness to collaborate and address stakeholder concerns. 
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From: Chen, Chris (HC/SC) 

To: Canada Vigilance (HC/SC) 

Subject: TO SEND OUT FW: MRH-0000899 FW: For action: Distribution list update and draft message 
Date: 2020-11-10 11:50:31 AM 


1 tT NINERS 


Thank you for your continued commitment on the improvement of Health Canada’s online content 
for vaccine reporting instructions. 

Please note that we remain steadfast on the continual revision and improvement of the “Report a 
side effect” webpage, as proposed in the email sent to you on May 8, 2020. We are committed to 
ensuring the transmission of clear and accurate information, and will inform you once the necessary 
revisions have been incorporated to the online content. 

Your feedback and continued support is important to us. 

Please do not hesitate to contact the Canada Vigilance Program if you need further information. 
Sincerely, 

Canada Vigilance Program 

Programme Canada Vigilance 


From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-11-09 5:25 PM 

To: Matar, Nour (HC/SC) 

Ce: Chen, Chris (HC/SC) 

Subject: RE: MRH-0000899 FW: For action: Distribution list update and draft message 
Hi Nour/Chris, 

Thanks for drafting, it looks good! Please see suggested addition in red. Thanks, 

Laura 


From: Matar, Nour (HC/SC) <nour.matar@canada.ca> 

Sent: 2020-10-29 10:50 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 

Ce: Chen, Chris (HC/SC) <chris.chen@canada.ca> 

Subject: RE: MRH-0000899 FW: For action: Distribution list update and draft message 
Friendly reminder 


From: Matar, Nour (HC/SC) 

Sent: 2020-10-27 8:54 AM 

To: Lada-Moldovan, Laura (HC/SC) (laura.Jada-moldovan@canada.ca) <laura.lada- 
moldovan@canada.ca 

Subject: FW: MRH-0000899 FW: For action: Distribution list update and draft message 
Hello Laura, 

Can you please review? It looks good to me. 

Thanks, 

Nour 


From: Chen, Chris (HC/SC) <chris.chen@canada.ca> 

Sent: 2020-10-23 10:36 AM 

To: Matar, Nour (HC/SC) <nour.matar@canada.ca> 

Subject: FW: MRH-0000899 FW: For action: Distribution list update and draft message 
Hi Nour, for your review below. Thank you, Chris. 
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dear a 


Thank you for your continued commitment on the improvement of Health Canada’s online content 
for vaccine reporting instructions. 

Please note that we remain steadfast on the continual revision and improvement of the “Report a 
side effect” webpage, as proposed in the email sent to you on May 8, 2020. We are committed to 
ensuring the transmission of clear and accurate information, and will inform you once the necessary 
revisions have been incorporated to the online content. 

Your feedback and continued support is important to us. 

Please do not hesitate to contact the Canada Vigilance Program if you need further information. 
Sincerely, 

Canada Vigilance Program 

Programme Canada Vigilance 


From: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 

Sent: 2020-10-22 11:17 AM 

To: Chen, Chris (HC/SC) <chris.chen@canada.ca> 

Subject: MRH-0000899 FW: For action: Distribution list update and draft message 

Hi Chris, 

Could you please prepare a brief follow-up iii (Laura’s second bullet point below)? 
We are working on making updates to our vaccines webpage and collaborated with (8c 
Centre for Disease Control) on the wording. You can check out MRH-0000614 and MRH-0000634 for 
context. 

Let me know if you have any questions. Thanks! 

Sarah 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-10-06 1:22 AM 

To: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Subject: For action: Distribution list update and draft message 

Hi CV, 

HPSEB met today with BBRS, and the following action items transpired: 

1) Can we please add Sophie Sommerer to our Newsletter distribution list? She would like to 
receive future updates and disseminate with her team. 

2) Could we please prepare an email to the BC stakeholder for a brief follow-up to reassure them 
that we are still working towards making the changes as proposed | MRH- 
0000634?). 

Thanks, 
Laura 
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From: Canada Vigilance (HC/SC) 

To: Chelsea. Treloar@bccde.ca 

Bec: Chen, Chris (HC/SC) 

Subject: Correspondence from the Marketed Health Products Directorate 
Date: 2020-11-10 12:03:00 PM 


Cea 


Thank you for your continued commitment on the improvement of Health Canada’s online content 
for vaccine reporting instructions. 

Please note that we remain steadfast on the continual revision and improvement of the “Report. a 
side effect” webpage, as proposed in the email sent to you on May 8, 2020. We are committed to 
ensuring the transmission of clear and accurate information, and will inform you once the necessary 
revisions have been incorporated to the online content. 

Your feedback and continued support is important to us. 

Please do not hesitate to contact the Canada Vigilance Program if you need further information. 
Sincerely, 

Canada Vigilance Program 

Programme Canada Vigilance 


From: Litowitz, Paul (HC/SC) 


To: Butter, Jeremy (HC/SC); Berg, Jason (HC/SC) 
Subject: RE: Updated vaccine reporting webpages 
Date: 2020-12-03 10:49:00 PM 


Attachments: 20-113181-818 - Memo to ADM - Vaccine Reporting Webpage - 2020-11-24 - Clean.docx 


Hi! Process (routing) and terminology were flagged. See attached. Thanks! 


From: Butter, Jeremy (HC/SC) <jeremy.butter@canada.ca> 

Sent: 2020-12-03 10:02 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Berg, Jason (HC/SC) <jason.berg@canada.ca> 
Subject: RE: Updated vaccine reporting webpages 


Thanks for the update, Paul! Just out of curiosity, what did the incorrect instructions say? That 
hospitals had to report vaccines to both AEFI and HC? 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-12-01 3:50 PM 

To: Berg, Jason (HC/SC) <jason.berg@canada.ca>; Butter, Jeremy (HC/SC) 
<jeremy.butter@canada.ca> 

Subject: FW: Updated vaccine reporting webpages 


Sorry, fyi! 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-12-01 3:49 PM 

To: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires coordinateurs F.SC 
<he.mhpdhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca> 
Ce: Rose, Jhona (HC/SC) <jhona.rose@canada.ca> 

Subject: Updated vaccine reporting webpages 


Hi everyone, 
Sharing for awareness. 


You may know, December 2019 changes to our website introduced partially incorrect instructions. 
Below (web links), correct these instructions and make it clear that adverse reactions for vaccines 
should be submitted through only one reporting mechanism (i.e., the PHAC’s Provincial/Territorial 
Adverse Event Following Immunization Provincial/Territorial Adverse Event Following Immunization 
(P/T AEFI) Surveillance System). The updated vaccine reporting instructions clarify established 
procedures and facilitate the adverse reaction reporting process for vaccines, including adverse 
events associated with COVID-related vaccines once marketed. 


Thanks to everyone who input into these updates, 


Paul 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-12-01 3:30 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Leclerc, Celine (HC/SC) <celine. leclerc@canada.ca>; 


Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 
Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 


reporting webpage) 
Hello, 


The pages are now live. Please see attached links. Let me know if there are any concerns. 


Main page 
Jiwww. /en/health- /services/drugs-health-products/medeffect-canada/adverse- 
r ion-reporting/vaccine.htm 
/iwww.can fr/sante-canada/services/medicaments-produits-sante/medeffet- 
| ion-effets-indesirables/vaccin.html 


Consumer 


Nutp VV VV VS 


r lon-r ing/vaccine/h ital.html 


Health Care Providers 


httos://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/health-care-providers. html 


httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/professionnels-sante.html 


industry 
httos://Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/industry.html 


httos:/Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/deciaration-effets-indesirables/vaccin/industrie. html 


Page: 278 of/de 458 
A2022001233 


Thank you, 


Catherine 


From: Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca> 

Sent: 2020-11-28 9:25 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 
Thanks, 

Paul 


Why is this product/guidance document being posted now? 

It is imperative that these changes be posted prior to approval of the first COVID vaccine (possibly as 
early as 7 December) in order to ensure that any adverse events are correctly reported for these 
vaccines. The December 2019 changes to Health Canada website introduced partially incorrect 
instructions. The current changes correct this error and make it clear that adverse reactions for 
vaccines should be submitted through only one reporting mechanism (i.e., the PHAC’s 
Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial Adverse Event 
Following Immunization (P/T AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine reporting 
instructions clarify established procedures and facilitate the adverse reaction reporting process for 
vaccines, including adverse events associated with COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, as opposed 
to Health Canada’s reporting mechanism. This will align with the current process for other 
stakeholders, such as health care providers. Health professionals (working in a non-hospital setting) 
are required to report to their local health units, as per usual established process. Consumers will be 
encouraged to share their vaccine adverse event with a health professional, who can report via 
PHAC’s P/T AEFI mechanism on their behalf. 


Are we expecting media attention? 
No, however, updating vaccine adverse reaction information on the Health Canada web site 
demonstrates the Department’s openness to collaborate and address stakeholder concerns. 


From: Litowitz, Paul (HC/SC) 


To: Lapenskie, Teena (HC/SC); Lada-Moldovan, Laura (HC/SC); HC.F MHPD_HPSEB Assistants F.SC; Nguyen, David 
(HC/SC) 

Ce: Pasquier, Sandra (HC/SC) 

Subject: RE: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Date: 2020-11-12 3:39:00 PM 


Thank you 


From: Lapenskie, Teena (HC/SC) <teena.lapenskie@canada.ca> 

Sent: 2020-11-12 3:39 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; HC.F MHPD HPSEB Assistants F.SC 
<he.mhpdhpsebassistants.sc@canada.ca>; Nguyen, David (HC/SC) <david.nguyen@canada.ca> 
Ce: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Subject: RE: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Hi 

Sandra will be in the office tomorrow, she can follow up. 

t 


From: Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca> 

Sent: 2020-11-12 3:38 PM 

To: Lapenskie, Teena (HC/SC) <teena.lapenskie@canada.ca>; Lada-Moldovan, Laura (HC/SC) 
<laura.lada-moldovan@canada.ca>; HC.F MHPD HPSEB Assistants F.SC 
<he.mhpdhpsebassistants.sc@canada.ca>; Nguyen, David (HC/SC) <david.nguyen@canada.ca> 
Cc: Pasquier, Sandra (HC/SC) < ra. ier ca> 

Subject: RE: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Hi Teena, 

The MECS audit trail suggests it’s in ADMO since Oct 22, 2020. 

Given the urgency of the file (with flu season beginning), we’d suggest asking DGO to ask ADMO. 
Please let us know if you prefer we ask them directly. 

Thanks, 

Paul 


From: Lapenskie, Teena (HC/SC) <teena.lapenskie@canada.ca> 

Sent: 2020-11-12 3:35 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; HC.F MHPD HPSEB Assistants 
F.SC <he. mhpdhpsebassistants. canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paullitowitz@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca> 

Subject: RE: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Hi 

All | can do is look in MECS to see where it is 

t 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 


Sent: 2020-11-12 3:20 PM 

To: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paullitowitz@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca> 

Subject: RE: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Hi HPSEB Assistants, 

In Sandra’s absence, would it be possible to please have an update on the below? 

Thanks, 

Laura 


From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-11-12 3:19 PM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Cc: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Subject: RE: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Hi Sandra, 

May | please inquire on the approval status of this request? ADMO approval was being requested as 
of Oct 30, and we haven't heard back since then (I hope | haven’t missed this emaill). 

FY! - CPAB is getting a lot of push to put up the updated vaccine pages. They want to ensure 
messaging is up to date across the board. It would be best if we could make the updates to the 
vaccine reporting page at the same time. 

Would it be possible to please have an update with respect to when AMDO approval is anticipated? 
Thanks, 

Laura 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Sent: 2020-10-16 4:14 PM 

To: HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Subject: RE: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Hi DGO, 

For DGO consideration when sending the approval package to ADMO for concurrence: 

‘There is some concern from CPAB with respect to if the updates take too long to be approved. Any 
capability that you have to move this forward more quickly is greatly appreciated. CPAB mentioned 
that they are actively working on the COVID-19 vaccine pages and the plan is to have them link to 
our updated reporting vaccine pages. We would like for all this to happen at the same time (ie both 
updates) if possible as our pages will get more and more views when the COVID-19 vaccine pages go 
live and will continue to increase in views as we approach the authorization of a vaccine. | believe 
the plan is to have the COVID-19 vaccine pages go live by the end of October.’ 

Thank you, 

Sandra 


From: Thin, Sophea (HC/SC) <sophea.thin@canada.ca> 


Sent: 2020-10-16 12:10 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca>; HC.F MHPD Action Requests F.SC 

<MHPD_Action Requests@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 

Subject: RE: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 


Thank you, 
I will send to Craig for review. 
Thanks. 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-10-16 12:06 PM 

To: Thin, Sophea (HC/SC) <sophea.thin@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca>; HC.F MHPD Action Requests F.SC 


<MHPD_Action_Requests@canada.ca> 
Cc: HC.F MHPD HPSEB Assistants F.SC <he.mhpdhpsebassistants.sc@canada.ca> 


Subject: RE: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Hi Sophea, 

Hope all is well on your end! 

The documents attached to this email trail include one clean copy, and the one marked as tracked 
changes should have all changes tracked (| have just verified and confirmed this). 

A list of attachments for both clean and track changes is included in this ADMO memo. | am not sure 
about usual process, but this has been included in order to help illustrate what the current online 
content is and what changes we wish to make (via the TC), and the clean version (to show what we 
will submit to CPAB for publication). 

| hope this helps. Please don’t hesitate to ask if you have more questions. 

Thanks, 

Laura 


From: Thin, Sophea (HC/SC) <sophea.thin@canada.ca> 

Sent: 2020-10-16 11:59 AM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca>; HC.F MHPD Action Requests F.SC 
<MHPD_ Action Requests@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpodhpsebassistants.sc@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Subject: RE: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Hi Sandra, 

Neither of these documents are in track changes. Also should the attachments at 
the bottom of the memo lists TC/clean copies. Is this right? In my experience I 
have never seen this on a memo to the ADM for concurrence. 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 
Sent: 2020-10-16 11:13 AM 


To: HC.F MHPD Action Requests F.SC <MHPD_Action_Requests@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Subject: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: 
As Requested/Tel que demandé 

Hi DGO, 

Please see below Director approved email. 

An audit trail via MECS will be coming shortly. 

Thank you, 

Sandra 


From: Jayaraman, Gayatri (HC/SC) <gayatrijayaraman@canada.ca> 
Sent: 2020-10-16 11:04 AM 


To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 
Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Nguyen, David (HC/SC) 


<david.nguyen@canada.ca> 
Subject: RE: *For Director approval* - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 


for / pour: As Requested/Tel que demandé 
Approved, with thanks. Almost there! 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Sent: 2020-10-16 10:50 AM 

To: Jayaraman, Gayatri (HC/SC) <gayatri.jayaraman@canada.ca> 

Ce: HC.F MHPD HPSEB Assistants F.SC <he.mhpdhpsebassistants.sc@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Subject: *For Director approval* - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Importance: High 

Hi Gaya, 

| have the following memo to ADM on Vaccine Reporting Webpage for Director re-approval. Please 
note that DGO made some comments and Laura revised those comments. Attached to this email is 
the clean and tracked copy. 

Director re-approval is due by October 20, 2020 as we would like to obtain DG approval by October 
23, 2020 and ADM approval by October 30, 2020. 

Thank you, 

Sandra 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-10-16 10:37 AM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca>; Nguyen, David 
(HC/SC) <david.nguyen@canada.ca> 

Subject: RE: ***ACTION REQUIRED*** HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 
for / pour: As Requested/Tel que demandé 

Hi Sandra, 

Please find enclosed the revised briefing note (clean copy), and the one submitted on Sept 18, with 


tracked changes leading to this latest version. 
Thanks, 
Laura 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Sent: 2020-10-16 10:26 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lJada-moldovan@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 

Subject: RE: ***ACTION REQUIRED*** HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 
for / pour: As Requested/Tel que demandé 

Hi Laura, 

Could you please provide a status update on the request below? 

Thank you, 

Sandra 


From: Cote2, Annick (HC/SC) <annick.cote2@canada.ca> 

Sent: 2020-10-13 1:52 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 

Cc: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca>; Nguyen, David (HC/SC) 
<david.nguyen@canada.ca> 

Subject: *** ACTION REQUIRED*** HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Hi Laura, 

Please see below the email from Craig requesting more edits. 

Thank you, 


Annick Coté 


Health Products Surveillance and Epidemiology Bureau 
Marketed Health Products Directorate - Health Canada 
Telephone: (613) 327-2834 

Email: annick.cote2@canada.ca 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-10-13 1:48 PM 

To: Cote2, Annick (HC/SC) <annick.cote2@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca> 

Cc: HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca>; HC.F MHPD HPSEB 
Assistants F.SC <he.mhpdhpsebassistants.sc@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 

Good afternoon, 

Please edit the new text to make it more concise. Suggest starting with the gap created and briefly 
indicating why it is expected to be low risk / minimal impact and finishing with the choice to 
simplify/streamline. 

Please include a track changes version of the document relative to the version of the document sent 
from DGO for revision on September 22. 

Thanks, 

Craig 


ATIA- 23 


From: Cote2, Annick (HC/SC) <annick.cote2 @canada.ca> 

Sent: 2020-10-09 10:46 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Cc: HC.F MHPD Action Requests F.SC <MHPD Action Requests@canada.ca>; HC.F MHPD HPSEB 
Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 

Subject: FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 

Hi, 

See below the confirmation/response to your email. 

Please advise if you need anything else. 

Thank you, 


Annick Coté 


Health Products Surveillance and Epidemiology Bureau 
Marketed Health Products Directorate - Health Canada 
Telephone: (613) 327-2834 

Email: annick.cote2@canada.ca 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-10-09 10:13 AM 
To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca 
Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 
Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 
Hi Sandra, 
1-Can you please confirm that the highlighted text is the only new text? 
a. Correct, in addition to a longer deadline now (Oct 23) 
2- Additionally, with respect to the new text, and the gap in reporting that it discusses, is this gap 
impacted by the changes in the web pages? The wording suggests that this is an existing gap. 
Is it? Is the size of the gap increased or decreased by the changes being made to the 
website? 
a. The coming into force of the regulations are under a year old and therefore, we have 


no way to of doing a gap analysis as we have no history to compare to and no 


infrastructure to do so. 


The changes 
being made to the website will help streamline the process and reduce duplicate 
reporting. In a way, this update may reduce reporting as in — duplicate reporting. 

Thanks, 

Laura 


From: Cote2, Annick (HC/SC) <annick.cote2@canada.ca> 

Sent: 2020-10-09 9:28 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 
Subject: FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 

Good morning Laura, 


Could you please provide confirmation/response to Craig’s email below? 
Thank you, 


Annick Coté 


Health Products Surveillance and Epidemiology Bureau 

Marketed Health Products Directorate - Health Canada 

Telephone: (613) 327-2834 

Email: annick.cote2@canada.ca 

From: Simon, Craig (HC/SC) 

Sent: 2020-10-08 9:04 PM 

To: Pasquier, Sandra (HC/SC); HC.F MHPD Action Requests F.SC 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel 
que demandé 

Hi Sandra, 


There appears to be a significant amount of new text in the ADM memo. | have highlighted what | 
think is new (other than the suggested changes that were approved by Kelly) in the attached. Can 
you please confirm that the highlighted text is the only new text? 

Additionally, with respect to the new text, and the gap in reporting that it discusses, is this gap 
impacted by the changes in the web pages? The wording suggests that this is an existing gap. Is it? Is 
the size of the gap increased or decreased by the changes being made to the website? 

Thanks, 


Craig 

From: Pasquier, Sandra (HC/SC) <sandra. uier@canada.ca> 

Sent: 2020-10-07 9:23 AM 

To: HC.F MHPD Action Requests F.SC <MHPD_Action_R nada.ca> 


Subject: FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 

Hi DGO, 

FYI — incoming MECS audit trail to follow. 

Thanks, 

Sandra 


From: Jayaraman, Gayatri (HC/SC) <gayatri.jayvaraman@canada.ca> 

Sent: 2020-10-06 5:45 PM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lJada-moldovan@canada.ca>; Nguyen, David (HC/SC) 
<david.nguyen@canada.ca>; Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Litowitz, 
Paul (HC/SC) <pauLlitowitz@canada.ca> 

Subject: Re: *For Director approval* - FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 
818 for / pour: As Requested/Tel que demandé 

A huge task. Approved with thanks all. 


On Oct 6, 2020, at 10:03 AM, Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 
wrote: 


Hi Gaya, 
| have the following revised Briefing Note and Change Request (CR) for your approval. 
Please note that DGO made some comments, these documents were revised, and 


changes were made. 
Director re-approval is due by COB October 7, 2020. As per DGO, once the program 
area accepted and made clean version, this can be considered DG approved. ADM 
approval is requested by October 23, 2020. 
These documents have been consulted by Laura Lada-Moldovan, Heather Morrison and 
David Nguyen. 
Some key points | would like to flag are the following: 
1.CR forms have an additional minor change: “What is a vaccine?” replaced with 
“What are vaccines?” since the section starts with “Vaccines are (...)”. 
2. Briefing Note: 
e Diagnostic/therapeutic vaccines monitored by HC should continue coming to CVP, 
while the preventative vaccines remain within PHAC’s purview. 
@ An agreement has been arranged with the PHAC such that any adverse reaction 
reports for vaccines administered outside the routine immunization schedules 
(e.g., diagnostic vaccines, therapeutic vaccines, etc.) received by PHAC from 
P/Ts will be redirected to Health Canada, for appropriate action. 
® However, a gap remains since regardless of what vaccines reports are submitted 
to local health units, P/Ts will only send to PHAC reports for vaccines that are 
within PHAC’s purview, which excludes diagnostic/therapeutic vaccines. 
@ Risk assessed as low and risk mitigation strategy considered has been included. 
Thanks, 
Sandra 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Sent: 2020-10-05 10:05 PM 
To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 
Cc: Nguyen, David (HC/SC) <david.nguyen@canada.ca>; Morrison, Heather (HC/SC) 
<heather.morrison@canada.ca>; Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 
Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 
Allo Sandra and David, 
Please find enclosed revised BN in track changes, and in clean version, in addition to 
the Change Request (CR) Forms. 
Updates in this approval package request: 

@ CR forms have an additional minor change: “What is a vaccine?” replaced with 

“What are vaccines?” since the section starts with “Vaccines are (...)”. 

@ Briefing note: 

o Diagnostic/therapeutic vaccines monitored by HC should continue coming to 
CVP, while the preventative vaccines remain within PHAC’s purview. 

o An agreement has been arranged with the PHAC such that any adverse 
reaction reports for vaccines administered outside the routine 
immunization schedules (e.g., diagnostic vaccines, therapeutic vaccines, 
etc.) received by PHAC from P/Ts will be redirected to Health Canada, for 
appropriate action. 

o However, a gap remains since regardless of what vaccines reports are 
submitted to local health units, P/Ts will only send to PHAC reports for 


Page: 287 of/de 458 
A2022001233 


vaccines that are within PHAC’s purview, which excludes 
diagnostic/therapeutic vaccines. 
o Risk assessed as low and risk mitigation strategy considered has been 
included. 
Thanks, 
Laura 


From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-10-05 4:30 PM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 

Allo Sandra, 

| am just finalising the Briefing Note to accompany the approval package for ADMO. | 
am aiming to complete this before end of the week. 


Thanks, 

Laura 

From: Pasquier, Sandra (HC/SC) <sandra. ier@canada.ca> 

Sent: 2020-10-05 9:57 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 


Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 

Hi Laura, 

Could you please let me know the status of the Vaccine Reporting Webpage? 

Thank you, 

Sandra 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-09-22 11:37 AM 

To: Jayaraman, Gayatri (HC/SC) <gayatri.jayaraman@canada.ca>; Morrison, Heather 
(HC/SC) <heather.morrison@canada.ca>; Hogan, Vicky (HC/SC) 
<vicky.hogan@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <he.mhpdhpsebassistants.sc@canada.ca>; 
Nguyen, David (HC/SC) <david.nguyen@canada.ca>; Mandel, Gillian (HC/SC) 

<gillian. mandel@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 

Hello, 

t's been some time since (last winter/spring and) the broader internal consultation on 
the revised webpages. 

Heather, Laura anc | just connected and identified one uncertainty which is that we 
may not have in writing that PHAC should/will share vaccine reports with CVP. This was 
discussed and a key to the revised webpages. 

If PHAC confirms in writing that they will send vaccine reports to the CVP (should not 
be a problem, there is precedent) the CV webpages won’t need any revisions (there 
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could be 1-2 minor unrelated revisions to the BN still). If PHAC does not agree, we may 
need more significant web page revisions. 

For the moment, we suggest to pause while we connect via BBRS with PHAC (and 
hopefully confirm/document our understanding). 

Sorry for this delay, but thanks to Heather for flagging. 

Paul 


From: Jayaraman, Gayatri (HC/SC) <gayatrijayaraman@canada.ca> 
Sent: 2020-09-22 10:40 AM 


To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Litowitz, Paul (HC/SC) 
<paul litowitz@canada.ca>; Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hce.mhpdhpsebassistants.sc@canada.ca>; 
Nguyen, David (HC/SC) <david. nguyen@canada.ca> 

Subject: FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 

@Heather/Vicky, please sort this out with Paul/Laura as PROS team is leading this work. 
| understand PROS did consult across the Bureau so | am not clear why this was caught 
beforehand. 

NB: any new changes will require a resubmit to me (via Sandra please as she needs to 
re-enter in MECS) if the change is above and beyond what was sent in the previous 
version to DGO. 

Gaya 


From: Morrison, Heather (HC/SC) <heather.morrison@canada.ca> 

Sent: 2020-09-22 9:19 AM 

To: HC.F MHPD HPSEB Assistants F.SC <he.mhpdh istants. > 

Ce: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires 
coordinateurs F.SC 
<hce.mhpdhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca>; 
HC.F MHPD Action Requests F.SC < D_Action_R S > 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 

Hi, 

Sorry- sending to all as | don’t now who is responding to this request. 

I’ve reviewed the document and noticed that there isn’t any reference to ARs to 
vaccines used for diagnosis and treatment which are to be reported to Health Canada 
and always have been even prior to vaccines from MAHs being reported to CVP in 
2011. 

| have made changes to the document to reflect the vaccines used for diagnosis and 
treatment. Feel free to modify, as needed. 

| do think it is important to differentiate between the types of vaccines as this 
document just generalizes for all vaccines when in fact they are not treated the same 
way in terms of AR/AEFI reporting. 

Heather 


From: Pinard, Mike (HC/SC) <mike.pinard@canada.ca> 
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Sent: 2020-09-22 8:30 AM 

To: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 

Ce: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires 
coordinateurs F.SC 
<he.mhpdhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca>; 
HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca> 

Subject: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 

Hi HPSEB, 

Back to you to accept DGO pages and load a new clean version into MECS as noted by 
Craig below. Audit to follow. 


Thanks 

Mike 

From: Simon, Craig (HC/SC) 

Sent: 2020-09-22 8:25 AM 

To: Robinson2, Kelly (HC/SC) 

Cc: HC.F MHPD Action Requests F.SC 

Subject: RE: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Thanks Kelly, 


@Mike — | have added Kelly’s change in the attached in track changes. Once the 
program area accepts and makes a clean version, this can be considered DG approved. 
Thanks, 

Craig 


From: Robinson2, Kelly (HC/SC) <kelly.robinson2 nada.ca> 

Sent: 2020-09-21 6:46 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Cc: HC.F MHPD Action Requests F.SC <MHPD Action _Requests@canada.ca> 

Subject: RE: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Hi Craig, | think the document reads well and | agree with your changes. | would 
suggest one addition, the concept of facilitating the process for all vaccines including 
COVID vaccines is introduced in the recommendation (highlighted text). | would include 
this earlier as well. 

RECOMMENDATIONS: 

The updated vaccine reporting instructions clarify established procedures 
and facilitate the adverse reaction reporting process for vaccines, 
including adverse events associated with COVID-related vaccines once 
marketed. Further, updating vaccine adverse reaction information on the 
Health Canada web site demonstrates the Department’s openness to 
collaborate and address stakeholder concerns. The proposed revisions do 
not affect COVID-related initiatives. 

For example: 

The proposed revisions do not impact COVID-related initiatives, nor 
interfere with current established procedures. Rather, the revisions to 
Health Canada’s web site content align reporting mechanisms with 


PHAC’s P/T AEFI reporting process, and aim to increase clarity, in order 
to facilitate the adverse reaction reporting process for all vaccines 
including COVID-related vaccines. 

Let me know if you would like to discuss or have any concerns. If you are in agreement, 
this can be considered approved with these additional changes. 

Thanks, Kelly 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-09-21 6:18 PM 

To: Robinson2, Kelly (HC/SC) <kelly.robinson2 @canada.ca> 

Ce: HC.F MHPD Action Requests F.SC <MHPD_ Action _Requests@canada.ca> 
Subject: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Hi Kelly, 

Please find attached for your approval (or comment) a memo to the ADM regarding 
some needed changes to the vaccine reporting webpage. | had previously provided 
comments. Comments/responses are in the track changes version. The approval slip 
and attachments to the memo (clean and track changes test of the various web pages) 
are also attached to this email. 

Thanks, 

Craig 

From: Thin, Sophea (HC/SC) <sophea.thin@canada.ca> 

Sent: 2020-09-18 4:04 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Ce: HC.F MHPD Action Requests F.SC <MHPD_Action .ca> 
Subject: Craig for your review - Vaccine Reporting Webpage - FW: 20-113181 - 818 for 
/ pour: As Requested/Tel que demandé 

From: Sandra Pasquier <sandra.pasquier@hc-sc.gc.ca> 

Sent: 2020-09-18 3:32 PM 

To: Pinard, Mike (HC/SC) <mike.pinard@canada.ca>; Thin, Sophea (HC/SC) 
<sophea.thin@canada.ca>; Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Subject: 20-113181 - 818 for / pour: As Requested/Tel que demandé 
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From: Canada Vigilance (HC/SC) 

To: 30); Canada Vigilance (HC/SC) 

Ca Rose, Jhona (HC/SC ; 8c; Vaccine Vigilance (PHAC/ASPC) 
Bec: Matar, Nour (HC/SC) 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Date: 2020-05-08 3:30:00 PM 

Attachments: image001.jpg 


Report an adverse reaction to a vaccine_website proposed revisions.docx 


Thank you for your response sent on February 12, 2020, in which you raise concerns with respect to the proposed updates to Health 
Canada’s online content for vaccine reporting instructions. We apologise for the delayed response. 

We appreciate the suggestions you have shared and have considered them upon revising further our online content. Please find 
attached the second draft proposed revisions for the “Report a side effect” webpage for your review and feedback. A response would 
be appreciated by Friday, May 22, 2020. 

We are committed to ensuring the transmission of clear and accurate information. Your feedback is important to us and we are 
looking forward to receiving your comments. 

Please do not hesitate to contact the Canada Vigilance Program if you need further information. 

Sincerely, 

Canada Vigilance Program 

Programme Canada Vigilance 


From: EE 8c) HE © ccdc.ca> 


Sent: 2020-02-12 3:00 PM 

To: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 

Ce: Rose, Jnona (HC/SC) <jhona.rose@canada.ca>; i (BCCDC] HR @ > cdc.ca>; Vaccine Vigilance (PHAC/ASPC) 
<phac.vaccine.vigilance.aspc@canada.ca> 

Subject: RE: Instructions on Canada.ca re. AEFI reporting 

Hello, 


Thank you for the opportunity to review. From BC perspective’s the phrase “provincially regulated immunization program” is not clear, 
and depending on how it is interpreted, not accurate. Thus the changes below would not fully address our concerns. All AEF! are 
reportable to public health in BC, and | understand this to be true in several other P/Ts as well. PHAC Vaccine Safety team — do you 
have suggestions for how this can concept can be reflected in the instructions given that there may be P/T variability? Perhaps the 


distinction should be worded based on AEFI reporting processes/legislation, not the immunization schedules. 
Thanks, 


Communicable Diseases and Immunization Service 
Tel 604 
Fax 604 707 2515 

This e-mail message, including any attachments, is intended only for the use of the individual or entity to which it is addressed and may contain information that is 
privileged and/or confidential. If you are not the intended recipient or the employee or agent responsible for delivering the communication to the intended recipient, 
please notify us immediately by replying to this message and then delete this message from your system. You are hereby notified that any use, dissemination, 
distribution and/or reproduction of this message and/or any attachments by unintended recipients is unauthorized and may be unlawful. 


From: Canada Vigilance (HC/SC) [mailto:hc.canada. vigilance.sc@canada.ca] 
Sent: bruary 12, 2020 11:34 AM 


To: [BCCDC 
Cc: Rose, Jhona (HC/SC); BCCDC]; Vaccine Vigilance (PHAC/ASPC) 


Subject: FW: Instructions on Canada.ca re. AEFI reporting 


ce 


Thank you for your email sent to the PHAC Vaccine Vigilance Working team on January 28, 2020. It has been redirected to the Canada 
Vigilance Program for response. 
Please note that Health Canada is aware of the issue and is in the process of updating the “Report a side effect” webpage in order to 
prevent potential misreporting of Canadian Adverse Events Following Immunization (CAEFI). 
Please find below the draft proposed revisions for the “Report a side effect” webpage for your review and feedback. A response would 
be appreciated by Friday, Feb 14 2020. 
Reporting an adverse reaction to a vaccine: 
1. Health Care Provider - Placing the following sentence before the “Report a side effect” link: 
If you are reporting as part of a provincially regulated immunization program, please contact the Public Health Agency of 
Canada. 
2. Hospitals - Revising the message to the following: 
There are new mandatory reporting requirements for hospitals. Hospitals must report, in writing, within 30 days of 
documenting the serious adverse drug reaction within the facility. We encourage hospitals to report sooner, if possible. 


Health care professionals who work in a hospital should check with their hospital administration to learn about any new 


ATIA -19(1) 


requirements. 


Hospitals and health care professionals should submit an adverse reaction to a vaccine that is part of a routine provincial 
or territorial immunization program to their local public health unit in line with the Public Health Agency of Canada’s 
(PHAC) Canadian Adverse Events following Immunization (CAEFI) reporting network. [f the CAEFI form is used and 
submitted to the local public health unit, then an additiona! report does not need to be submitted to Health Canada. 


Serious adverse reactions to a vaccine administered outside of a routine immunization program that are not reported 
through the PHAC’s CAEFI network remain subject to mandatory reporting. 


3. Consumers: The “report a side effect” button will link to the CAEFI website instead. 
We are committed to ensuring the transmission of clear and accurate information. Your feedback is important to us and we are 
looking forward to receiving your comments. 
Please do not hesitate to contact the Canada Vigilance Program if you need further information. 
Sincerely, 
Canada Vigilance Program 
Programme Canada Vigilance 


ror: I 2cccc.c2> 


Sent: 2020-01-28 5:39 PM 

To: Vaccine Vigilance (PHAC/ASPC) <phac.vaccine.vigilance.aspc@canada.ca> 

Subject: Instructions on Canada.ca re. AEFI reporting 

Hi PHAC Vaccine Safety Team, 

Around the holidays we noticed changes to the Health Canada side effect reporting page https://www.canada.ca/en/health- 
canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting.html We are concerned that the instructions on 
this page will lead to AEFI reports misdirected outside the provincial public health reporting process. 

When you click through the “vaccine” option (e.g. httos://www.canada.ca/en/health-canada/services/drugs-health- 
products/medeffect-canada/adverse-reaction-reporting/vaccine/consumer.html) you are directed to the Canada Vigilance report 


form. Should users not be directed to reports to follow the P/T AEFI Reperting process and alhected to mis nasal page for Specie 
instructions: https: i i 

en Niemen Sie on https://www.canada.ca/en/health-canada/services/drugs- ieaftlverodlicls made fect- 
canada/adverse-reaction-reporting/vaccine/health-care-providers.html, should the main contact be the PHAC link that appears at the 


bottom? In BC, adverse reactions to a vaccine are reportable to the MHO, not just those “part of a provincially regulated immunization 
program”. The instructions here risk consumers and HCP misreporting the AEFI which has clinical and surveillance risks. 
cid:image001.jpg@01D5D6B5.E6E6AECO 


| been in touch with contacts at Health Canada regarding our concerns, but we wanted to ensure your team was aware of 
our concerns and request your assistance with updates to prevent potential misreporting of AEFI. What would your recommendations 
on next steps be? 
Thank you, 


Communicable Diseases and fmmunization Service 
BC Centre for Disease Control 

Provincial Health Services Authority 

655 West 12" Avenue 


ATIA -19(1) 


Vancouver, BC V52 4R4 


ret 604 


Fax 604 707 2515 

beedc.ca 
This e-mail message, including any attachments, is intended only for the use of the individual or entity to which it is addressed and may contain information that is 
privileged and/or confidential. If you are not the intended recipient or the employee or agent responsible for delivering the communication to the intended recipient, 
please notify us immediately by replying to this message and then delete this message from your system. You are hereby notified that any use, dissemination, 
distribution and/or reproduction of this message and/or any attachments by unintended recipients is unauthorized and may be unlawful. 
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' 


"Report a side effect" Webpage 


Vaccines 


[After clicking Vaccines button: We will add the below preamble to the vaccines page with 
illustration, prior to the reporter type selection. This preamble will help the reporter understand 
the collaborative scheme between Health Canada (HC) and the Public Health Agency of Canada 
(PHAC) with respect to vaccine monitoring]. 


Adverse events following immunization (AEFIs) in Canada 


—— a a SR i innate SSSSES 


Health Care Provider 


i ses 


Local Health Units 


Seed nie Meee Serene ae oer See See Sh ee ne eee ae 2 ae 
Federal/Provincial/Territorial 
Immunization Authorities 


Health Canada 


Health Canada (HC) and the Public Health Agency of Canada (PHAC) share the monitoring of 
the safety of vaccines in Canada. 
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The Canadian Adverse Events Following Immunization Surveillance System (CAEFISS), 
managed by PHAC, is a post-market vaccine safety surveillance system, which collects 
CAEFFISS reports submitted by public health authorities in provinces and territories, who in turn 
receive them from local public health units. Most of these reports are generated by nurses, 
physicians or pharmacists who provide immunizations or who care for individuals with AEFIs. 


Upon becoming aware, manufacturers (industry) of all drugs, including vaccines, are required to 
report domestic serious adverse reactions, foreign unexpected serious adverse reactions or 
unusual failures in efficacy for new drugs to Health Canada’s Marketed Health Products 
Directorate (MHPD) Canada Vigilance Program. 


Report a side effect to a vaccine: reporter 
Who/what are you? (required) 


c 
Consumer 


' Hospital (including health care providers in a hospital setting) 


s Health care provider (outside a hospital setting) 


“ Industry 


Continue 


idiot 


Report an adverse reaction to a vaccine: hospitals 
There are new mandatory reporting requirements for hospitals. 


Health care professionals who work in a hospital should check with their hospital administration 
to learn about any new requirements and internal procedures. 


Hospitals do not have to report under this mandatory requirement for vaccines if they have 
submitted an Adverse Events Following Immunization (AEFI) report to their local public health 
unit. 


Report an adverse reaction to a vaccine: health care provider 


Health care providers who suspect an adverse event following immunization to a vaccine are 
strongly encouraged to report it to their local public health unit. 


b. e information on vz e reporting to lo 


Report a side effect to a vaccine: consumers 

Everyone who witnesses or experiences a side effect to a vaccine is strongly encouraged to 
report it. You may ask your health care provider (e.g. doctor, nurse, pharmacist) to complete an 
Adverse Events Following Immunization (AEFI) Form and submit it on your behalf. 


Report an adverse reaction to a vaccine: industry 

Canada's Food and Drugs Act and Regulations set out specific reporting requirements and 
timelines for mandatory reports. These include requiring regulated parties to report a domestic 
serious adverse reaction, a foreign unexpected serious adverse reaction or an unusual failure in 
efficacy for new drugs involving vaccines. Reports must be made within 15 calendar days of 
receiving or becoming aware of the information about the adverse reaction. 


E: ort an adverse reaction 
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From: Litowitz, Paul (HC/SC) 


To: Simon, Craig (HC/SC); Pasquier, Sandra (HC/SC) 

Ce: Nguyen, David (HC/SC); Lada-Moldovan, Laura (HC/SC) 

Subject: RE: DUE MON NOV 23 - Vaccine Reporting Webpages and BN - Response to ADMO : 20-113181 - 818 for / pour: 
Revise/A réviser 

Date: 2020-11-23 4:07:00 PM 


Attachments: image002.png 


Hi Craig, 

Thanks for asking. Further to the vaccine webpage update, vaccine reporters were directed to the 
DHPR. The practice has only existed for the past year. Prior to this, our (CVP) webpage never 
specifically stated what to do with vaccines. Reporting of vaccines by HCPs to PT was already well 
established and known. If you choose to make an addition below, we would suggest, “Prior to this, the 
Canada Vigilance Program webpages never specifically advised Canadians on reporting AEFls”. For your 
awareness, HC has a page that speaks to reporting AEFIs. 

Hope this helps, 

Paul (and Laura!) 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Sent: 2020-11-23 3:47 PM 
To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca> 
Cc: Nguyen, David (HC/SC) <david.nguyen@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca> 
Subject: RE: DUE MON NOV 23 - Vaccine Reporting Webpages and BN - Response to ADMO : 20- 
113181 - 818 for / pour: Revise/A réviser 
Thanks Paul, 
Quick question. Sophie had mentioned something to the effect that “the “new” ADR reporting 
webpage has only been in place for about a year. Prior to this, | think our website directed people to 
report AEFls to the province” 
The first part is covered, but should we add the second to address Supriya’s comment (see red text 
below.)? 
Thanks, 
Craig 
From: Litowitz, Paul (HC/SC) <paullitowitz@canada.ca> 
Sent: 2020-11-23 3:37 PM 
To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 
Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Nguyen, David (HC/SC) 
<david.nguyen@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 
Subject: DUE MON NOV 23 - Vaccine Reporting Webpages and BN - Response to ADMO : 20-113181 - 
818 for / pour: Revise/A réviser 
Hi Sandra, 
Please see below/attached. Thanks to Laura for drafting, consulting and preparing. 
FY| ARMIS (Heather Morrison) and BBRS Uhona Rose, Sophie Sommerer) have helped inform the 
response. 
Note, this is request back to DO/DGO today. Please let us know if you have any questions, 
Paul 

1) Please see attached updated BN (track changes and clean versions) 
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2) Proposed response addressing Supriya’s comments: 
The current Report a side effect webpage is the result of the revision made in November 2019 
to simplify the reporting of side effect per product category and to incorporate the mandatory 
reporting requirements from hospitals. Prior to this, the HC website directed Canadians to 
report AEFls to their provincial authority. Following this change, Health Canada received 
complaints from the BC province, mainly regarding the term used when referring to “routine” 
immunization programs, noting that what is considered “routine” in one province or territory 
may not be “routine” in another. For instance, Quebec provincial law requires that all adverse 
events following immunization for any vaccines be reported to the local public health units, 
whereas other provinces and territories have a narrower list of vaccines required to be 
reported to local public health units. 
The main objective with the changes proposed to this webpage is to streamline the vaccine 
reporting process through PHAC’s P/T AEFI reporting process, as opposed to Health Canada’s 
reporting mechanism. This will align with the current process for other stakeholders, such as 
health care providers, while consumers will be encouraged to share their vaccine adverse 
event with a health professional, who can report via PHAC’s P/T AEFI mechanism on their 
behalf. 
The current Briefing Note accounts for how any adverse reaction reports for vaccines 
administered outside the routine immunization schedules (e.g., diagnostic vaccines, 
therapeutic vaccines, etc.) received by PHAC from P/Ts will be redirected to Health Canada, for 
appropriate action where it falls outside of PHAC’s mandate (i.e., for therapeutic vaccines). 
With respect to concerns regarding Health Canada sharing vaccine reports with PHAC: 

-The Bureau of Biologics, Radiopharmaceutical and Self-Care Products (BBRS) of MHPD and 
the Public Health Agency of Canada have a well-established process for sharing 
information on a monthly basis for all vaccines, and on a weekly basis during influenza 
season for influenza vaccines. Aggregate data and the summary of the causality 
assessment of these reports are also shared with the provinces and territories. 

-For urgent safety signal, an alert system is in place, managed by the Public Health Agency 
of Canada, to notify all members of the Vaccine Vigilance Working Group (Health 
Canada, the provinces and territories and other federal government including RCPM, 
DND, ISC and CSC). This alert system is designed to inform other members if a safety 
signal has been identified and requires immediate attention/action by other members. 

-A Standard Operating Procedure on Signal Response Protocol between Health Canada 
and the Public Health Agency of Canada is being developed with a Common Core 
Issues Management Process for COVID-19 Vaccines. This document will highlight the 
roles and responsibilities, management of the signal response, regulatory intervention 
and communication plan. 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Sent: 2020-11-19 11:04 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca> 

Cc: Nguyen, David (HC/SC) <david.nguyen@canada.ca> 

Subject: FW: 20-113181 - 818 for / pour: Revise/A réviser 

Hi, 

Please review Supriya’s comments below: 


October 27--ADMO revisions ee 


SMA comments: 
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| think it makes sense to try and funnel all the AERs for preventative vaccines that are part of schedules 
through one mechanism. The BN refers to the process if PHAC gets AERs for therapeutic vaccines, but 
doesn’t talk about how we would refer vaccine AERs to the public health system if we receive them. | 
would think that would be the greater risk since people may be accustomed to reporting through HC 
prior to the clarification. 

Also, beyond this immediate period of time when we’re looking at “real-time” assessment of AERs, the 
question had been previously that public health gathers and aggregates information potentially on a 
longer timeframe, so for other vaccines, are we sure we have a system in place to identify “urgent” 
AAERs that may come up that require immediate regulatory intervention? 


Supriya 


Thanks, 
Sandra 


From: Sophea Thin <sophea.thin@hc-sc.gc.ca> 

Sent: 2020-11-19 10:51 AM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca>; Canada Vigilance (HC/SC) 
<he.canada.vigilance.sc@canada.ca>; Cote2, Annick (HC/SC) <annick.cote2@canada.ca>; Khan, Emran 
(HC/SC) <emran.khan@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan nada.ca> 
Subject: 20-113181 - 818 for / pour: Revise/A réviser 


M4 consis Canada Canada 


Audit Trail / Suivi de vérification 
Branch Correspondence / Correspondance des directions générales 


Subject / Sujet: 20-113181 - 818 for / pour: Revise/A réviser 


20-113181 - 818 


Organization/Organisme 2020-11-19 
HPFB-MHPD-MHPSEIB 

Sophea Thin/HC-SC/GC/CA Person/Personne Se ee 

Sandra Pasquier/HC-SC/GC/CA 


HPFB-MHPD-DG 


Document Status / Statut du dossier: Open/Ouvert 
Action / Intervention: Revise/A réviser 


Comment / Commentaires: 
Please see SMA comments for revsions. Thanks Sophea. 


Here is the link to document / Voici le lien au document: C1 


The documents provided to you may contain personal information. 
If you have received these documents in error, notify the MECS-USER-SUPPORT group immediately. 
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Les documents qui vous sont fournis peuvent contenir des renseignements personnels. 
Si vous avez regu ces documents par erreur, avisez immédiatement le groupe courriel des MECS-USER-SUPPORT. 


Created By / Créé par: Sophea Thin 
Date Created / Créé le: 2020-1 1-19 
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From: Litowitz, Paul (HC/SC) 


To: Simon, Craig (HC/SC 
Cc: Lada-Moldovan, Laura (HC/SC) 
Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting webpage) 


Date: 2020-11-28 9:19:00 AM 


Thanks for the updates Craig, they look fair! 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-28 9:09 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Paul, 


Thanks for doling this so quickly. Couple of suggestions below. If you’re ok with these please forward 
to Catherine. 


Thanks, 
Craig 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-11-27 8:48 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Craig, 

Okay to share back with Catherine? 
Thanks, 

Paul 


Why is this product/guidance document being posted now? 

It is imperative that these changes be posted prior to approval of the first COVID vaccine (possibly as 
early as 7 December) in order to ensure that any adverse events are correctly reported for these 
vaccines. The Fettewing- December 2019 changes to Health Canada website introduced -ere 
stakehotcderraised-concerns- about partially incorrect instructions ertHeatth-Canada's-web-site. The 
current changes correct this error and make it clear that adverse reactions for vaccines should be 
submitted through only one reporting mechanism (i.e., the PHAC’s Provincial/Territorial Adverse 
Event Following Immunization Provincial/Territorial Adverse Event Following Immunization (P/T 
AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine reporting 
instructions clarify established procedures and facilitate the adverse reaction reporting process for 
vaccines, including adverse events associated with COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, as opposed 
to Health Canada’s reporting mechanism. This will align with the current process for other 
stakeholders, such as health care providers. Health professionals (working in a non-hospital setting) 
are required to report to their local health units, as per usual established process. Consumers will be 
encouraged to share their vaccine adverse event with a health professional, who can report via 
PHAC’s P/T AEFI mechanism on their behalf. 


Are we expecting media attention? 
No, however, updating vaccine adverse reaction information on the Health Canada web site 
demonstrates the Department’s openness to collaborate and address stakeholder concerns. 


From: Kay, Catherine (HC/SC) <catherine. kay@canada.ca> 

Sent: 2020-11-27 7:35 PM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 


<heather.watson2@canada.ca> 
Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 


reporting webpage) 
Thanks so much Paul. | will await your response. 


Catherine 


From: Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca> 

Sent: 2020-11-27 7:33 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) </aura.lacda- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Catherine, 
We can answer these questions, the associated BN should address most. Determining media 


attention might be subjective. We’re clarifying process but with a high profile subject matter. More 
to come. 

Thanks, 

Paul 


Sent from my iPhone 


On Nov 27, 2020, at 7:28 PM, Kay, Catherine (HC/SC) <catherine.kayvy@canada.ca> 
wrote: 


Hi, 


| just wanted to let you know that the English and French documents are with CPAB. 
They will be reviewing over the weekend and then sending to PCO. 

5 questions need to be answered for the vaccine package going over to PCO. | sent an 
email directly to Paul and Laura but was not sure if they verify emails over the 
weekend. | need answers to these questions (short answers are necessary ie 2-3 
sentences max) either today or sometime over the weekend. 


Please let me know, at your earliest convenience, if someone from your team is able to 
action this by 5pm Sunday. 


Why is this product/guidance document being posted now? 
How will this change/affect what is currently on the site? 
Are we advising anything different? 

Who is the audience? 

Are we expecting media attention? 


Please let me know if you have any questions. 
Thank you, 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-26 11:36 AM 

To: Kay, Catherine (HC/SC) <catherine. kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson? @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 
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Thanks Catherine. 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-26 10:55 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Litowitz, Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Hi, 


We checked in with CPAB and they said it is doable but tight so we cannot make 
any guarantees. They understand that it is best to have these pages live before 
the first approval of a vaccine on December 7, 2020. 


Thank you, 
Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-26 9:05 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Kay, Catherine (HC/SC) 
<catherine. kay@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Good morning all, 


Our ADMO advisor has indicated that the pages should be posted before the first 
vaccine is approved. | just chatted with Sophie and she indicated that they are pushing 


to have the first approval on December 7", 


Ideally then, the pages would be posted December 4 Is this doable? 


Page: 306 of/de 458 
A2022001233 


We will need to communicate a plan to ADMO. 


Thanks, 
Craig 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-26 8:33 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Craig, and good morning. 


Catherine, for awareness the AER reporting pathway (diagram) doesn’t require further 
translation though may need some formatting. 


We are available to second review CPAB’s translation updates further to their plain 
language edits. 


Paul 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-25 8:17 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks all, 


i've let ADMO that more time is needed. Tomorrow we can determine a realistic 
schedule and then communicate up. 
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From: Kay, Catherine (HC/SC) <catherine. kay@canada.ca> 

Sent: 2020-11-25 7:34 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) 
<laura.lada-moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) <heather.watson2 @canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Paul. That is very helpful that phac has already okayed the content. E can try to 
figure out versions, what is new content and what still needs translation tomorrow 
morning. To note | was told that we need to build in an extra 48 hours into our process 
as Final English and French will need to go to MO and PCO for review and they need 
A8hrs (business days) to review. 


So it does not sound like we can get it out before next week at the earliest. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 7:16 PM, Litowitz, Paul (HC/SC) 
<pauLlitowitz@canada.ca> wrote: 


Hello, 

There may be some confusion. The initial webpages were all translated 
(by us). CPAB made some plain language edits and CPAB suggested that 
they could do those additional translations. So the initial work is complete 
and only translation updates are required. Hopefully that won’t take much 
time. 


CPAB should have the original webpage translations please let us know if 
they need. 


The AE reporting pathway table can be translated quickly and if needed by 
us tomorrow morning. 


PHACs vaccine vigilance working group (among other stakeholders), 
reviewed and concurred with the web page edits. 


Thanks, 
Paul 
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Sent from my iPhone 


On Nov 25, 2020, at 6:32 PM, Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 


Thanks Catherine. 


On Nov 25, 2020, at 6:10 PM, Kay, Catherine 
(HC/SC) <catherine.kay@canada.ca> wrote: 


Hi 


We can try for sooner but | just can’t make 
guarantees. CPAB has a lot on their plate right 
now that is for the next few days. They may 
need to touch base to determine which of the 
priorities are most important. 


CPAB in theory could provide the translation of 
the words for the diagram and will translate the 


long description as well but would not be in 
charge of creating the diagram ( as the boxes 


would be different sizes because French text is 


always longer). As well, we will need to let 
them know if Phac has approved the content. 


| hope this helps. Please let me know if you 
would like to discuss further. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 5:34 PM, 
Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 


Thanks Catherine, 
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While noon tomorrow seems to 
be out of the question, CPAB may 
(probably) be asked to give this a 
higher priority so that it is posted 
sooner than the suggested 

7th gth 


We do not want to be the hold- 
up. Based on your message, 
MHPD is expected to provide the 
French version of the diagram, 
even thought we are not doing 
the translation. Within MHPD, 
who is responsible for that? Is 
there anything else we need to 
provide to CPAB? 


Thanks, 
Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 5:27 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul.litowi .ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


That would be correct. 


Catherine 


From: Simon, Craig (HC/SC) 
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<craig.simon@canada.ca> 
Sent: 2020-11-25 5:20 PM 


To: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca>; 
Lada-Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| don’t know the answer to your 
questions, 


However, with respect to the 
ADM’s question about posting by 
noon tomorrow, CPAB’s answer 
appears to be negative. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine. kay@canada.ca> 
Sent: 2020-11-25 5:14 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 
<paullitowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
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Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Craig, 


Has this been reviewed and 
approved by PHAC (adverse 
events following immunization 
group (e.g. Nicolas Gilbert) as 
well? 

Also, we will need the pathway of 
adverse events diagram that is in 
all of the pages in French. 

CPAB has indicated that they are 
able to work on this but not right 
away due to some other 
urgencies. They could work on 
translation early next week, 
coding would take place later that 
week and with the pages going 


live around the 7"” or 8". Does 
this timeline work? 


Please let me know if you have 
any questions or concerns. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 5:01 PM 

To: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca>; 
Lada-Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
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<heather.watson? @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| seem to recall some mention of 
CPAB involvement in the updates 
to these web pages. 


Craig 


From: Kay, Catherine (HC/SC) 

< erine. kay@canada.ca> 
Sent: 2020-11-25 4:51 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.Jada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi, 


My team received the documents 
for translation at 4:30. We are 
currently trying to determine how 
best to proceed. CPAB carries out 
the translation when they had a 
hand in developing the content or 
update. | do not believe that they 
were involved in any plain 
language of the current web 
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pages updates and therefore 
would not be responsible for the 


translation. Let me check a couple 


of options and get back to you. 


Catherine 


From: Simon, Craig (HC/SC) 


<craig.simon@canada.ca> 
Sent: 2020-11-25 4:42 PM 


To: Lada-Moldovan, Laura (HC/SC) 


<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 
<paullitowitz@canada.ca>; Kay, 
Catherine (HC/SC) 
<catherine.kay@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Subject: VERY URGENT - Update: 
MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Good evening, 


Please see ADMO’s question 


below about timing of posting and 


provide an update as soon as 
possible. 


Thanks, 
Craig 


From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Sent: 2020-11-25 4:22 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 
Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 
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Hi Craig, 


| think | saw an email that the 
webpages were being sent to 
CPAB for translation. Do you know 
if that has happened? 


Thanks, 
Thanh 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 2020-11-25 1:10 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi — Any idea when CPAB is able 
to make these pages go live? 
Pierre is wondering if it’s doable 
before the vaccine tech briefing 
happening with Supriya and Dr. 
Njoo tomorrow noon-ipm.... 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 
Sent: 2020-11-24 5:18 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 
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Thank you! 


<melissa.smith4 @canada.ca> 
Sent: 2020-11-24 4:28 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


This is coming back down through 
Briefing, but just to let you know 
that it’s approved © 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca> 
Sent: 2020-11-24 3:56 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Thanks for checking Melissa, 


Yes this are good to go - and 
should help simplify reporting for 
“outsiders”. Please let Pierre 
know that we hav addressed 
Supriya’s comments. Thanks, 
Kelly 


<melissa. smith4@canada.ca> 
Sent: 2020-11-24 3:53 PM 
To: Robinson2, Kelly (HC/SC) 
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<kelly.robinson2 @canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Subject: FW: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi — Just wanted to quickly check 
in to confirm that you are still 
comfortable with this going to 
Pierre for approval today, and 
that no adjustments are necessary 
based on the flu ADR discussions? 
| notice these pages link to the 
Vaccines and Immunization home 
page, which is good. Lots of good 
info there....although not sure 
how @asy it is to find for an 
outsider! 


Melissa 


From: Racine, Natalie (HC/SC) 
<natalie.racine@canada.ca> On 
Behalf Of HPFB Briefing / 
Informations DGPSA (HC/SC) 
Sent: 2020-11-24 9:24 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca> 

Cc: HPFB Briefing / Informations 
DGPSA (HC/SC) <he.hpfb.briefing- 
informations.dgpsa.sc@canada.ca> 
Subject: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Good Morning Melissa, 
Please find revised 


Memo. | have attached 
the Clean and Track 
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Change version for ease 
of reference. 


Thank you, 
Nat 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca> 
Sent: 2020-11-19 10:34 AM 

To: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Cc: HPFB Briefing / Informations 
DGPSA (HC/SC) <he.hpfb.briefing- 
informations.dgpsa.sc@canada.ca> 
Subject: RE: Request for update: 
MECS #20-113181-818 (Vaccine 
reporting webpage) 


Hi Thanh, 

| sent back comments from 
Supriya via HPFB Briefing on 
October 27 (see attached). Did 
these reach MHPD? 


Melissa 


From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Sent: 2020-11-19 10:26 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Subject: Request for update: 
MECS #20-113181-818 (Vaccine 
reporting webpage) 
Importance: High 


Hi Melissa, 


Can | please get an update on the 
memo to the ADM regarding 
changes to the vaccine reporting 
webpages? 
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The revisions to the vaccine 
webpages will ensure that 
accurate information appears 
online, improve clarity of vaccine 
reporting instructions and 
facilitate adverse reaction 
reporting. We need to have the 
information updated ASAP as flu 
season is emerging and we want 
to ensure stakeholders are well 
informed of their regulatory 
requirements for reporting of 
vaccine adverse events. In 
addition, we need to have this 
information ready for vaccines 
related to COVID-19. 


We had requested HPFB ADM 
concurrence by October 30, 2020. 
Please let us know if you need any 
information. 


Thanks, 
Thanh 
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From: Litowitz, Paul (HC/SC) 


To: Kay, Catherine (HC/SC) 
Ce: Simon, Craig (HC/SC); Watson2, Heather (HC/SC); Lada-Moldovan, Laura (HC/SC); Vu, Thanh (HC/SC) 
Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting webpage) 


Date: 2020-11-28 9:24:00 AM 


Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 
Thanks, 

Paul 


Why is this product/guidance document being posted now? 

It is imperative that these changes be posted prior to approval of the first COVID vaccine (possibly as 
early as 7 December) in order to ensure that any adverse events are correctly reported for these 
vaccines. The December 2019 changes to Health Canada website introduced partially incorrect 
instructions. The current changes correct this error and make it clear that adverse reactions for 
vaccines should be submitted through only one reporting mechanism (i.e., the PHAC’s 
Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial Adverse Event 
Following Immunization (P/T AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine reporting 
instructions clarify established procedures and facilitate the adverse reaction reporting process for 
vaccines, including adverse events associated with COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, as opposed 
to Health Canada’s reporting mechanism. This will align with the current process for other 
stakeholders, such as health care providers. Health professionals (working in a non-hospital setting) 
are required to report to their local health units, as per usual established process. Consumers will be 
encouraged to share their vaccine adverse event with a health professional, who can report via 
PHAC’s P/T AEFI mechanism on their behalf. 


Are we expecting media attention? 
No, however, updating vaccine adverse reaction information on the Health Canada web site 
demonstrates the Department’s openness to collaborate and address stakeholder concerns. 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-27 7:35 PM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) </aura.laca- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 


Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks so much Paul. | will await your response. 


Catherine 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-11-27 7:33 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 


<heather.watson2 @canada.ca> 
Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 


reporting webpage) 


Hi Catherine, 

We can answer these questions, the associated BN should address most. Determining media 
attention might be subjective. We’re clarifying process but with a high profile subject matter. More 
to come. 

Thanks, 

Paul 


Sent from my iPhone 


On Nov 27, 2020, at 7:28 PM, Kay, Catherine (HC/SC) <catherine.kavy@canada.ca> 
wrote: 


Hi, 


| just wanted to let you know that the English and French documents are with CPAB. 
They will be reviewing over the weekend and then sending to PCO. 

5 questions need to be answered for the vaccine package going over to PCO. | sent an 
email directly to Paul and Laura but was not sure if they verify emails over the 
weekend. | need answers to these questions (short answers are necessary ie 2-3 
sentences max) either today or sometime over the weekend. 


Please let me know, at your earliest convenience, if someone from your team is able to 
action this by 5pm Sunday. 


Why is this product/guidance document being posted now? 
How will this change/affect what is currently on the site? 
Are we advising anything different? 

Who is the audience? 
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Are we expecting media attention? 
Please let me know if you have any questions. 
Thank you, 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-26 11:36 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Catherine. 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-26 10:55 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Litowitz, Paul (HC/SC) 

<paul litowitz nada.ca 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Hi, 

We checked in with CPAB and they said it is doable but tight so we cannot make 
any guarantees. They understand that it is best to have these pages live before 
the first approval of a vaccine on December 7, 2020. 


Thank you, 


Catherine 
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From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-26 9:05 AM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca>; Kay, Catherine (HC/SC) 
<catherine. kay@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Good morning all, 


Our ADMO advisor has indicated that the pages should be posted before the first 
vaccine is approved. | just chatted with Sophie and she indicated that they are pushing 


to have the first approval on December ge 


Ideally then, the pages would be posted December 4* Is this doable? 
We will need to communicate a plan to ADMO. 


Thanks, 
Craig 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-11-26 8:33 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Kay, Catherine (HC/SC) 
<catherine. kay@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Craig, and good morning. 


Catherine, for awareness the AER reporting pathway (diagram) doesn’t require further 
translation though may need some formatting. 


We are available to second review CPAB’s translation updates further to their plain 
language edits. 


Paul 
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From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-25 8:17 PM 

To: Kay, Catherine (HC/SC) <catherine. kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul litowitz@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks all, 


’ve let ADMO that more time is needed. Tomorrow we can determine a realistic 
schedule and then communicate up. 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-25 7:34 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) 
<laura.lada-moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) <heather.watson2 @canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Paul. That is very helpful that phac has already okayed the content. E can try to 
figure out versions, what is new content and what still needs translation tomorrow 
morning. To note | was told that we need to build in an extra 48 hours into our process 


as Final English and French will need to go to MO and PCO for review and they need 
48hrs (business days) to review. 


So it does not sound like we can get it out before next week at the earliest. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 7:16 PM, Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> wrote: 
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Hello, 

There may be some confusion. The initial webpages were all translated 
(by us). CPAB made some plain language edits and CPAB suggested that 
they could do those additional translations. So the initial work is complete 
and only translation updates are required. Hopefully that won’t take much 
time. 


CPAB should have the original webpage translations please let us know if 
they need. 


The AE reporting pathway table can be translated quickly and if needed by 
us tomorrow morning. 


PHACs vaccine vigilance working group (among other stakeholders), 
reviewed and concurred with the web page edits. 


Thanks, 
Paul 


Sent from my iPhone 


On Nov 25, 2020, at 6:32 PM, Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 


Thanks Catherine. 


On Nov 25, 2020, at 6:10 PM, Kay, Catherine 
(HC/SC) <catherine. kay@canada.ca> wrote: 


Hi 


We can try for sooner but | just can’t make 
guarantees. CPAB has a lot on their plate right 
now that is for the next few days. They may 
need to touch base to determine which of the 
priorities are most important. 


CPAB in theory could provide the translation of 
the words for the diagram and will translate the 
long description as well but would not be in 
charge of creating the diagram ( as the boxes 


would be different sizes because French text is 
always longer). As well, we will need to let 
them know if Phac has approved the content. 


| hope this helps. Please let me know if you 
would like to discuss further. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 5:34 PM, 
Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 


Thanks Catherine, 


While noon tomorrow seems to 
be out of the question, CPAB may 
(probably) be asked to give this a 
higher priority so that it is posted 
sooner than the suggested 


We do not want to be the hold- 
up. Based on your message, 
MHPD is expected to provide the 
French version of the diagram, 
even thought we are not doing 
the translation. Within MHPD, 
who is responsible for that? Is 
there anything else we need to 
provide to CPAB? 


Thanks, 
Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 5:27 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
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Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


That would be correct. 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 5:20 PM 

To: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca>; 
Lada-Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2@canada.c 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| don’t know the answer to your 
questions, 


However, with respect to the 
ADM’s question about posting by 
noon tomorrow, CPAB’s answer 
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appears to be negative. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine. kay@canada.ca> 
Sent: 2020-11-25 5:14 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

< litowi anada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2@canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Craig, 


Has this been reviewed and 
approved by PHAC (adverse 
events following immunization 
group (e.g. Nicolas Gilbert) as 
well? 

Also, we will need the pathway of 
adverse events diagram that is in 
all of the pages in French. 

CPAB has indicated that they are 
able to work on this but not right 
away due to some other 
urgencies. They could work on 
translation early next week, 
coding would take place later that 
week and with the pages going 


live around the 7 or 8". Does 
this timeline work? 


Please let me know if you have 
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any questions or concerns. 
Thank you, 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 5:01 PM 

To: Kay, Catherine (HC/SC) 
<catherine. kav@canada.ca>; 
Lada-Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| seem to recall some mention of 
CPAB involvement in the updates 
to these web pages. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 4:51 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
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<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson?2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi, 


My team received the documents 
for translation at 4:30. We are 
currently trying to determine how 
best to proceed. CPAB carries out 
the translation when they had a 
hand in developing the content or 
update. | do not believe that they 
were involved in any plain 
language of the current web 
pages updates and therefore 
would not be responsible for the 
translation. Let me check a couple 
of options and get back to you. 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 4:42 PM 

To: Lada-Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca>; Kay, 
Catherine (HC/SC) 
<catherine.kay@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Subject: VERY URGENT - Update: 
MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Good evening, 
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Please see ADMO’s question 
below about timing of posting and 
provide an update as soon as 
possible. 


Thanks, 
Craig 


From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Sent: 2020-11-25 4:22 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 
Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi Craig, 


| think | saw an email that the 
webpages were being sent to 
CPAB for translation. Do you know 
if that has happened? 


Thanks, 
Thanh 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca> 
Sent: 2020-11-25 1:10 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi — Any idea when CPAB is able 
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to make these pages go live? 
Pierre is wondering if it’s doable 
before the vaccine tech briefing 
happening with Supriya and Dr. 
Njoo tomorrow noon-ipm.... 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 
Sent: 2020-11-24 5:18 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Thank you! 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 2020-11-24 4:28 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


This is coming back down through 
Briefing, but just to let you know 
that it’s approved © 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 
Sent: 2020-11-24 3:56 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca>; Vu, 
Thanh (HC/SC) 
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<thanh.vu@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Thanks for checking Melissa, 


Yes this are good to go - and 
should help simplify reporting for 
“outsiders”. Please let Pierre 
know that we hav addressed 
Supriya’s comments. Thanks, 
Kelly 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 2020-11-24 3:53 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Subject: FW: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi — Just wanted to quickly check 
in to confirm that you are still 
comfortable with this going to 
Pierre for approval today, and 
that no adjustments are necessary 
based on the flu ADR discussions? 
| notice these pages link to the 
Vaccines and Immunization home 
page, which is good. Lots of good 
info there....although not sure 
how easy it is to find for an 
outsider! 


Melissa 


From: Racine, Natalie (HC/SC) 


<natalie.racine@canada.ca> On 
Behalf Of HPFB Briefing / 
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Informations DGPSA (HC/SC) 
Sent: 2020-11-24 9:24 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 

Ce: HPFB Briefing / Informations 
DGPSA (HC/SC) <he.hpfb.briefing- 
informations.dgpsa.sc@canada.ca> 
Subject: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Good Morning Melissa, 


Please find revised 
Memo. | have attached 
the Clean and Track 
Change version for ease 
of reference. 


Thank you, 
Nat 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca> 
Sent: 2020-11-19 10:34 AM 

To: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Ce: HPFB Briefing / Informations 
DGPSA (HC/SC) <he.hpfb.briefing- 
informations.dgpsa.sc@canada.ca> 
Subject: RE: Request for update: 
MECS #20-113181-818 (Vaccine 
reporting webpage) 


Hi Thanh, 

| sent back comments from 
Supriya via HPFB Briefing on 
October 27 (see attached). Did 
these reach MHPD? 
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Melissa 


From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Sent: 2020-11-19 10:26 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Subject: Request for update: 
MECS #20-113181-818 (Vaccine 
reporting webpage) 
Importance: High 


Hi Melissa, 


Can | please get an update on the 
memo to the ADM regarding 
changes to the vaccine reporting 
webpages? 


The revisions to the vaccine 
webpages will ensure that 
accurate information appears 
online, improve clarity of vaccine 
reporting instructions and 
facilitate adverse reaction 
reporting. We need to have the 
information updated ASAP as flu 
season is emerging and we want 
to ensure stakeholders are well 
informed of their regulatory 
requirements for reporting of 
vaccine adverse events. In 
addition, we need to have this 
information ready for vaccines 
related to COVID-19. 


We had requested HPFB ADM 
concurrence by October 30, 2020. 
Please let us know if you need any 
information. 


Thanks, 
Thanh 
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From: Simon, Craig (HC/SC 


To: Robinson2, Kelly (HC/SC) 

Ce: HC.F MHPD Action Requests F.SC 

Subject: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel que demandé 
Date: 2020-09-21 6:17:57 PM 

Attachments: image001.png 


20-113181-818 Memo to ADM Vaccine Reporting Webpage DGO changes incorported_ track changes.docx 
20-113181-818 Memo to ADM Vaccine Reporting Webpage 2020-09-18.docx 
20-113181-818 Approval Slip Vaccine reporting webpage 2020-09-17.docx 
CR_vaccine-consumer_ EN clean.docx 

CR_vaccine-healthcareprovider EN clean.docx 

CR_vaccine-hospital EN clean.docx 

CR_vaccine-industry EN clean.docx 

CR_vaccine-main page-EN rev_clean.docx 

CR_vaccine-consumer-EN.docx 

CR_vaccine-healthcareprovider-EN.docx 

CR_vaccine-hospital-EN,.docx 

CR_vaccine-industry-EN.docx 


CR_vaccine-main page-EN_rev.docx 


Hi Kelly, 


Please find attached for your approval (or comment) a memo to the ADM regarding some needed 
changes to the vaccine reporting webpage. | had previously provided comments. Comments/responses 
are in the track changes version. The approval slip and attachments to the memo (clean and track 
changes test of the various web pages) are also attached to this email. 


Thanks, 
Craig 


From: Thin, Sophea (HC/SC) <sophea.thin@canada.ca> 

Sent: 2020-09-18 4:04 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Ce: HC.F MHPD Action Requests F.SC <MHPD_Action_Requests@canada.ca> 

Subject: Craig for your review - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


From: Sandra Pasquier <sandra.pasquier@hc-sc.gc.ca> 

Sent: 2020-09-18 3:32 PM 

To: Pinard, Mike (HC/SC) <mike.pinard@canada.ca>; Thin, Sophea (HC/SC) <sophea.thin@canada.ca>; 
Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Subject: 20-113181 - 818 for / pour: As Requested/Tel que demandé 


Ded seas Canad 


Audit Trail / Suivi de vérification 
Branch Correspondence / Correspondance des directions générales 


Subject / Sujet: 20-113181 - 818 for/ pour: As Requested/Tel que demandé 


20-113181 - 818 


HPFB-MHPD-MHPSEIB Organization/Organisme | 2020-09-18 
HPFB-MHPD-DGO 
Sandra Pasquier/HC-SC/GC/CA Person/Personne 


Mike Pinard/HC-SC/GCICA 


Document Status / Statut du dossier: Open/Ouvert 
Action / Intervention: As Requested/Tel que demandé 


Comment / Commentaires: 
Hi DGO, HPSEB revised comments attached. Thx, Sandra 


Here is the link to document / Voici le lien au document: et 


The documents provided to you may contain personal information. 
If you have received these documents in error, notify the MECS-USER-SUPPORT group immediately. 


Les documents qui vous sont fournis peuvent contenir des renseignements personnels. 
Si vous avez regu ces documents par erreur, avisez immédiatement le groupe courriel des MECS-USER-SUPPORT. 


Created By / Créé par: Sandra Pasquier 
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ATIA-16(2)(c) 


From: Nguyen, David (HC/SC) 
To: Currie, Lisa (HC/SC); Mandel, Gillian (HC/SC); Hiebert, Tanya (HC/SC): Litowitz, Paul (HC/SC); Morrison, Heather 


(HC/SC); Ross, Michelle (HC/SC); Wilson, Billy (HC/SC); Aubertin, Nancy (HC/SC); Lada-Moldovan, Laura 
(HC/SC); Gravel, Christopher (HC/SC); Kampman, Melissa (HC/SC); Hogan, Vicky (HC/SC); Bienek, Asako 


(HC/SC); Lapenskie, Teena (HC/SC); Brutus-Lopez, Marie-Claude (HC/SC); Rondeau, Jamie (HC/SC) 


Subject: For Comment: COVID-19 Vaccine consumer content 
Date: 2020-10-20 8:16:45 AM 

Attachments: COVID-19 vaccination and treatments 2020-10-18.docx 
Importance: High 

Hi friends, 


This is mainly for PROS/ARMIS, but feel free to have a look and provide comments to Nicolle 
Huggins by 2 PM today if you have any. 

If you need to consult me, feel free to do so. 

Thanks, 

David Nguyen 


Health Canada / Government of Canada 


david. nguyen@canada.ca/ Mobile : 613-286-4119 

Santé Canada / Gouvernement du Canada 

david.nguyen@canada.ca / Cellulaire : 613-286-4119 

PIN/NIP: 

From: Watson2, Heather (HC/SC) <heather.watson2@canada.ca> 

Sent: 2020-10-19 4:27 PM 

To: HC.F MHPD Directors F.SC <he.mhpddirectors.sc@canada.ca> 

Subject: For Comment: COVID-19 Vaccine consumer content 

Importance: High 

Hi all, 

| am not sure if | received this in my capacity as a representative on the Vaccine Comms 
working group or the Tiger Team but please take a look at what is being proposed for a 
Vaccine roll-out webpage and let me know if you have any comments or concerns. Please also 
let me know if you or any of your key staff would be interested in participating in a live edit of 
the page with all the relevant parties. 

Please send you comments to me with acc. to Nicolle Huggins by 2pm tomorrow. Sorry for 
the tight deadline. 

Heather 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

To: Lorincz, Jessica (HC/SC) <jessica.lorincz@canada.ca>; Demaine, Erika (HC/SC) 
<erika.demaine@canada.ca>; Martin, David S (HC/SC) <davids.martin@canada.ca>; Barrie, Alyssa 
(HC/SC) <alyssa.barrie@canada.ca>; Griffiths, Emily (HC/SC) <emily.griffiths@canada.ca>; Frappier2, 
Fiona (HC/SC) <fiona.frappier2@canada.ca>; Hansson, Ruth (HC/SC) <ruth.hansson@canada.ca>; 
Bettle, Megan (HC/SC) <megan.bettle@canada.ca>; Hassan, Iman (PHAC/ASPC) 
<iman.hassan@canada.ca>; Thom, Alan (PHAC/ASPC) <alan.thom@canada.ca>; Gartley, Andrea 
(PHAC/ASPC) <andrea.gartley@canada.ca>; Bougie, Melissa (PHAC/ASPC) 


<melissa. bougie@canada.ca>; Wiens, Julie (PHAC/ASPC) <julie.wiens@canada.ca>; Salsbury, Patricia 
(PHAC/ASPC) <patricia.salsbury@canada.ca>; Beitel, Tara (PHAC/ASPC) <tara.beitel@canada.ca>; 


Huntly, Patricia (PHAC/ASPC) <patricia. huntly@canada.ca>; Deehan, Heather (PHAC/ASPC) 
<heather.deehan@canada.ca>; Gilbert, Nicolas (PHAC/ASPC) <nicolas.gilbert@canada.ca>; 
danicharbb@gmail.com; Gillham-Eisen, Liz Anne (HC/SC) <lizanne.gillham-eisen@canada.ca>; 
pathuntly@vahoo.ca; Lehman, Kelly (HC/SC) <kelly.lehman@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson?2 @canada.ca>; Kay, Catherine (HC/SC) <catherine. kay@canada.ca>; Deslauriers, 
Anne (HC/SC) <anne.deslauriers@canada.ca>; Wright-Gilbert, Sarah (HC/SC) <sarah.wright- 
giloert@canada.ca>; Harper2, Susan (HC/SC) <susan.harper2 @canada.ca>; Lenders, Kayley (HC/SC) 
<kayley.lenders@canada.ca>; Lourenco, Celia (HC/SC) <celia.lourenco@canada.ca> 

Ce: Joanette, Quenby (HC/SC) <quenby.joanette@canada.ca>; Prive, Jonathan (HC/SC) 
<jonathan.prive@canada.ca>; Geraldes, Betty (HC/SC) <betty.geraldes@canada.ca>; Chatfield, 
Edward (HC/SC) <edward.chatfield@canada.ca>; Nahum, Marilyne (HC/SC) 
<marilyne.nahum@canada.ca> 

Subject: COVID-19 Vaccine consumer content 

Hello all, 

Here is the latest draft that integrates all your recent feedback. 

We will need to reach out to PSPC and ISED regarding a lot of the content and some remaining 
questions on the Vaccine roll-out page. 

There also seems to be some confusion around vaccine reporting on the last page. Our 
understanding is that only manufacturers should report vaccine adverse events to Health Canada. All 
others, including consumers, should be reporting them to their health professional, who then report 
to the provincial health authority, who then report to PHAC. 

lam happy to set up a meeting this week to do a final live edit if people think that would be helpful. 
Please provide feedback on this draft by end of day Tuesday, October 20. 

Thank you! 

Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications numériques 
Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique 
du Canada 

Tel/Tél: (613) 884-3293 

Lisa. Mackay@canada.ca 


From: Aubertin, Nancy (HC/SC) 


To: Modler, Elizabeth (HC/SC) 
Subject: FW: Updated vaccine reporting webpages 
Date: 2020-12-01 5:33:00 PM 
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Sharing for awareness. 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-12-01 3:49 PM 

To: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires coordinateurs F.SC 
<hc.mhpdhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca> 

Ce: Rose, Jnona (HC/SC) <jhona.rose@canada.ca> 

Subject: Updated vaccine reporting webpages 

Hi everyone, 

Sharing for awareness. 

You may know, December 2019 changes to our website introduced partially incorrect instructions. 
Below (web links), correct these instructions and make it clear that adverse reactions for vaccines 
should be submitted through only one reporting mechanism (i.e., the PHAC’s Provincial/Territorial 
Adverse Event Following Immunization Provincial/Territorial Adverse Event Following Immunization 
(P/T AEFI) Surveillance System). The updated vaccine reporting instructions clarify established 
procedures and facilitate the adverse reaction reporting process for vaccines, including adverse 
events associated with COVID-related vaccines once marketed. 

Thanks to everyone who input into these updates, 

Paul 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-12-01 3:30 PM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Leclerc, Celine (HC/SC) <celine.leclere@canada.ca>; 
Smith, J Mark (HC/SC) <jmark.smi nada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 

Hello, 

The pages are now live. Please see attached links. Let me know if there are any concerns. 

Main page 
https:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine. html 
httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/deciaration-effets-indesirables/vaccin.html 

Consumer 
httos://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/consumer.htm| 


httos:/www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/consommateur.html 

Hospital 
https:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/hospital.himl 
httos:/Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
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canada/declaration-effets-indesirables/vaccin/hopital.html 
Health Care Providers 
httos:/www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 


reaction-reporting/vaccine/health-care-providers.html 
httos:/Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 


canada/declaration-effets-indesirables/vaccin/professionnels-sante.html 
Industry 


https:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/industry.html 


https://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/industrie.html 


Thank you, 
Catherine 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 
Sent: 2020-11-28 9:25 AM 


To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2? @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 

Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 

Thanks, 

Paul 

Why is this product/guidance document being posted now? 

It is imperative that these changes be posted prior to approval of the first COVID vaccine (possibly as 
early as 7 December) in order to ensure that any adverse events are correctly reported for these 
vaccines. The December 2019 changes to Health Canada website introduced partially incorrect 
instructions. The current changes correct this error and make it clear that adverse reactions for 
vaccines should be submitted through only one reporting mechanism (i.e., the PHAC’s 
Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial Adverse Event 
Following Immunization (P/T AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine reporting 
instructions clarify established procedures and facilitate the adverse reaction reporting process for 
vaccines, including adverse events associated with COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, as opposed 
to Health Canada’s reporting mechanism. This will align with the current process for other 
stakeholders, such as health care providers. Health professionals (working in a non-hospital setting) 
are required to report to their local health units, as per usual established process. Consumers will be 
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encouraged to share their vaccine adverse event with a health professional, who can report via 
PHAC’s P/T AEFI mechanism on their behalf. 


Are we expecting media attention? 
No, however, updating vaccine adverse reaction information on the Health Canada web site 
demonstrates the Department’s openness to collaborate and address stakeholder concerns. 


Change request for: https://www.canada.ca/en/health-canada/services/drugs-health- 
products/medeffect-canada/adverse-reaction-reporting/vaccine/industry.html 


Report an adverse reaction to a vaccine: industry 


Canada's Food and Drugs Act and Regulations set out specific reporting requirements and timelines for 
mandatory reports. These include requiring regulated parties to report a domestic serious adverse 
reaction, a foreign unexpected serious adverse reaction or an unusual failure in efficacy for new drugs 
involving their marketed health products, including vaccines. Reports must be made within 15 calendar 
days of receiving or becoming aware of the information about the adverse reaction. 


Report an adverse reaction 


What is a vaccine 


Vaccines are products that produce immunity to a specific disease. Most vaccines are given by injection 
(needle) but some are given orally (by mouth) or nasally (sprayed into the nose). 


They protect people against serious and potentially deadly diseases, such as diphtheria, measles, polio 
and tetanus. 


Related links 


e Vaccines and immunization 

e MedEffect Canada 

e Drugs and health products 

e Adverse reaction database 

e Reporting Adverse Events Following Immunization (AEFI) in Canada: User Guide to Completion 
and Submission of the AEFI Reports 

e Overview of the reporting of adverse reactions to marketed health products - guidance 

e Canada Vigilance Program 

e =Drug and health product register 

e Advisories, warnings and recalls 


Change request for: https://www.canada.ca/en/health-canada/services/drugs-health- 
products/medeffect-canada/adverse-reaction-reporting/vaccine/consumer.html 


Report a side effect to a vaccine: consumers 


Everyone who witnesses or experiences a side effect to a vaccine is strongly encouraged to report it. You 
may ask your health care provider (e.g. doctor, nurse, pharmacist) to complete an Adverse Events 
Following Immunization (AEFI) Form and submit it on your behalf. 


Obtain more information on AEF Is 


What is a vaccine 


Vaccines are products that produce immunity to a specific disease. Most vaccines are given by injection 
(needle) but some are given orally (by mouth) or nasally (sprayed into the nose). 


They protect people against serious and potentially deadly diseases, such as diphtheria, measles, polio 
and tetanus. 


Related links 


e Vaccines and immunization 

e MedEffect Canada 

e Drugs and health products 

e Canada Vigilance Program 

e Adverse reaction database 

e Advisories, warnings and recalls 

e Drug and health product register 

e A Patient Guide for Reporting Side Effects from Health Products 


Change Request for: https://www.canada.ca/en/health-canada/services/drugs-health- 
products/medeffect-canada/adverse-reaction-reporting/vaccine/health-care-providers.html 


Report an adverse reaction to a vaccine: health care provider 


Health care providers who suspect an adverse event following immunization (AEFI) to a vaccine are 
strongly encouraged to report it to their local public health unit. 


if you are a health care professional who works in a hospital, there are new mandatory reporting rules 
and a different form that you will need to use to report. Check with your administration to learn about 
any new requirements for your specific hospital. 


Obtain more information on AEFI reporting to local health units 


What is a vaccine 


Vaccines are products that produce immunity to a specific disease. Most vaccines are given by injection 
(needle) but some are given orally (by mouth) or nasally (sprayed into the nose). 


They protect people against serious and potentially deadly diseases, such as diphtheria, measles, polio 
and tetanus. 


Related links 


e Vaccines and immunization 

e MedEffect Canada 

e Drugs and health products 

e Canada Vigilance Program 

e Adverse reaction database 

e Advisories, warnings and recalls 

e Drug and health product register 

e A Patient Guide for Reporting Side Effects from Health Products 


Change Request for: https://www.canada.ca/en/health-canada/services/drugs-health- 
products/medeffect-canada/adverse-reaction-reporting/vaccine/hospital.html 


Report an adverse reaction to a vaccine: hospitals 


There are new mandatory reporting requirements for hospitals. Hospitals must report, in writing, within 
30 days of documenting the serious adverse drug reaction within the facility. We encourage hospitals to 
report sooner, if possible. 


Health care professionals who work in a hospital should check with their hospital administration to learn 
about any new requirements and internal procedures. 


Hospitals do not have to report under this mandatory requirement for vaccines if they have submitted 
an Adverse Events Following Immunization (AEFI) report to their local public health unit. 


Obtain more information on AEFI reporting to local health units 


What is a vaccine 


Vaccines are products that produce immunity to a specific disease. Most vaccines are given by injection 
(needle) but some are given orally (by mouth) or nasally (sprayed into the nose). 


They protect people against serious and potentially deadly diseases, such as diphtheria, measles, polio 
and tetanus. 


Related links 


e Vaccines and immunization 

e MedEffect Canada 

e Mandatory reporting of serious adverse drug reactions and medical device incidents by hospitals 
e Drugs and health products 

e Adverse reaction database 

e Canada Vigilance Program 

e Drug and health product register 

e Advisories, warnings and recalls 


From: Pasquier, Sandra (HC/SC) 


To: HC.E MHPD Action Requests F.SC 

Subject: FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel que demandé 
Date: 2020-10-07 9:23:37 AM 

Attachments: image002.png 


20-113181-818 Approval Slip Vaccine reporting webpage 2020-10-06.docx 
20-113181-818 Memo to ADM Vaccine Reporting Webpage _2020-10-06.docx 
CR_vaccine-consumer_EN-clean 2020-10-06.docx 
CR_vaccine-consumer-EN_2020-10-06.docx 

CR_vaccine-healthcareprovider EN clean _2020-10-06.docx 
CR_vaccine-healthcareprovider-EN_2020-10-06.docx 

CR_vaccine-hospital EN clean 2020-10-06.docx 
CR_vaccine-hospital-EN_2020-10-06.docx 

CR_vaccine-industry EN-clean_2020-10-06.docx 
CR_vaccine-industry-EN_2020-10-06.docx 

CR_vaccine-main page-EN_ rev _2020-10-06.docx 

CR_vaccine-main page-EN_rev-clean_2020-10-06.docx 


Hi DGO, 
FY| — incoming MECS audit trail to follow. 


Thanks, 
Sandra 


From: Jayaraman, Gayatri (HC/SC) <gayatri.jayaraman@canada.ca> 

Sent: 2020-10-06 5:45 PM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Nguyen, David (HC/SC) 
<david.nguyen@canada.ca>; Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Litowitz, 
Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: Re: *For Director approval* - FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 
818 for / pour: As Requested/Tel que demandé 


A huge task. Approved with thanks all. 


On Oct 6, 2020, at 10:03 AM, Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 
wrote: 


Hi Gaya, 


| have the following revised Briefing Note and Change Request (CR) for your approval. 
Please note that DGO made some comments, these documents were revised, and 
changes were made. 


Director re-approval is due by COB October 7, 2020. As per DGO, once the program 
area accepted and made clean version, this can be considered DG approved. ADM 
approval is requested by October 23, 2020. 


These documents have been consulted by Laura Lada-Moldovan, Heather Morrison and 
David Nguyen. 
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Some key points | would like to flag are the following: 

1. CR forms have an additional minor change: “What is a vaccine?” replaced with 
“What are vaccines?” since the section starts with “Vaccines are (...)”. 

2. Briefing Note: 

Diagnostic/therapeutic vaccines monitored by HC should continue coming to 
CVP, while the preventative vaccines remain within PHAC’s purview. 

® An agreement has been arranged with the PHAC such that any adverse reaction 
reports for vaccines administered outside the routine immunization schedules 
(e.g., diagnostic vaccines, therapeutic vaccines, etc.) received by PHAC from 
P/Ts will be redirected to Health Canada, for appropriate action. 

@ However, a gap remains since regardless of what vaccines reports are 
submitted to local health units, P/Ts will only send to PHAC reports for vaccines 
that are within PHAC’s purview, which excludes diagnostic/therapeutic 
vaccines. 

e Risk assessed as low and risk mitigation strategy considered has been included. 


Thanks, 
Sandra 


From: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 

Sent: 2020-10-05 10:05 PM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Cc: Nguyen, David (HC/SC) <david.nguyen nada.ca>; Morrison, Heather (HC/SC) 
<heather.morrison@canada.ca>; Litowitz, Paul (HC/SC) <paullitowitz@canada.ca> 
Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Allo Sandra and David, 


Please find enclosed revised BN in track changes, and in clean version, in addition to 
the Change Request (CR) Forms. 


Updates in this approval package request: 
e CR forms have an additional minor change: “What is a vaccinee” replaced with 

“What are vaccines?” since the section starts with “Vaccines are (...)”. 

e Briefing note: 

o Diagnostic/therapeutic vaccines monitored by HC should continue coming to 
CVP, while the preventative vaccines remain within PHAC’s purview. 

o An agreement has been arranged with the PHAC such that any adverse 
reaction reports for vaccines administered outside the routine 
immunization schedules (e.g., diagnostic vaccines, therapeutic vaccines, 
etc.) received by PHAC from P/Ts will be redirected to Health Canada, for 
appropriate action. 
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o However, a gap remains since regardless of what vaccines reports are 
submitted to local health units, P/Ts will only send to PHAC reports for 
vaccines that are within PHAC’s purview, which excludes 
diagnostic/therapeutic vaccines. 

o Risk assessed as low and risk mitigation strategy considered has been 
included. 


Thanks, 
Laura 


From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-10-05 4:30 PM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Allo Sandra, 


| am just finalising the Briefing Note to accompany the approval package for ADMO. | 
am aiming to complete this before end of the week. 

Thanks, 

Laura 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier nada.ca> 

Sent: 2020-10-05 9:57 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi Laura, 
Could you please let me know the status of the Vaccine Reporting Webpage? 


Thank you, 
Sandra 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-09-22 11:37 AM 

To: Jayaraman, Gayatri (HC/SC) <gayatri jayvaraman@canada.ca>; Morrison, Heather 
(HC/SC) <heather.morrison@canada.ca>; Hogan, Vicky (HC/SC) 
<vicky.hogan@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca>; 
Nguyen, David (HC/SC) <david.nguyen@canada.ca>; Mandel, Gillian (HC/SC) 


<gillian. mandel@canada.ca> 
Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
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Requested/Tel que demandé 


Hello, 
It’s been some time since (last winter/spring and) the broader internal consultation on 
the revised webpages. 


Heather, Laura and | just connected and identified one uncertainty which is that we 
may not have in writing that PHAC should/will share vaccine reports with CVP. This was 
discussed and a key to the revised webpages. 


If PHAC confirms in writing that they will send vaccine reports to the CVP (should not 
be a problem, there is precedent) the CV webpages won’t need any revisions (there 
could be 1-2 minor unrelated revisions to the BN still). If PHAC does not agree, we may 
need more significant web page revisions. 


For the moment, we suggest to pause while we connect via BBRS with PHAC (and 
hopefully confirm/document our understanding). 


Sorry for this delay, but thanks to Heather for flagging. 
Paul 


From: Jayaraman, Gayatri (HC/SC) <gayatri.jayaraman@canada.ca> 

Sent: 2020-09-22 10:40 AM 

To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz@canada.ca>; Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 


Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca>; 
Nguyen, David (HC/SC) <david.nguyen@canada.ca> 


Subject: FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


@Heather/Vicky, please sort this out with Paul/Laura as PROS team is leading this work. 
| understand PROS did consult across the Bureau so | am not clear why this was caught 
beforehand. 


NB: any new changes will require a resubmit to me (via Sandra please as she needs to 
re-enter in MECS) if the change is above and beyond what was sent in the previous 
version to DGO. 


Gaya 


From: Morrison, Heather (HC/SC) <heather.morrison@canada.ca> 
Sent: 2020-09-22 9:19 AM 


To: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 
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Ce: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires 

coordinateurs F.SC 
<hce.mhpdhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca>; 
HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi, 
Sorry- sending to all as | don’t now who is responding to this request. 


I've reviewed the document and noticed that there isn’t any reference to ARs to 
vaccines used for diagnosis and treatment which are to be reported to Health Canada 
and always have been even prior to vaccines from MAHs being reported to CVP in 
2011. 


| have made changes to the document to reflect the vaccines used for diagnosis and 
treatment. Feel free to modify, as needed. 


| do think it is important to differentiate between the types of vaccines as this 
document just generalizes for all vaccines when in fact they are not treated the same 
way in terms of AR/AEFI reporting. 


Heather 


From: Pinard, Mike (HC/SC) <mike.pinard@canada.ca> 

Sent: 2020-09-22 8:30 AM 

To: HC.F MHPD HPSEB Assistants F.SC <he.mhpdhpsebassistants.sc@canada.ca> 

Cc: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires 

coordinateurs F.SC 
<he.mhpdhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca>; 
HC.F MHPD Action Requests F.SC <MHPD_Action Requests@canada.c 

Subject: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi HPSEB, 


Back to you to accept DGO pages and load a new clean version into MECS as noted by 
Craig below. Audit to follow. 


Thanks 
Mike 


From: Simon, Craig (HC/SC) 
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Sent: 2020-09-22 8:25 AM 

To: Robinson2, Kelly (HC/SC) 

Cc: HC.F MHPD Action Requests F.SC 

Subject: RE: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 


Thanks Kelly, 


@Mike —| have added Kelly's change in the attached in track changes. Once the 
program area accepts and makes a clean version, this can be considered DG approved. 


Thanks, 
Craig 


From: Robinson2, Kelly (HC/SC) <kelly.robinson2 @canada.ca> 

Sent: 2020-09-21 6:46 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Ce: HC.F MHPD Action Requests F.SC <MHPD_ Action S nada.ca> 

Subject: RE: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 


Hi Craig, | think the document reads well and | agree with your changes. | would 
suggest one addition, the concept of facilitating the process for all vaccines including 
COVID vaccines is introduced in the recommendation (highlighted text). | would 
include this earlier as well. 


RECOMMENDATIONS: 

The updated vaccine reporting instructions clarify established procedures 
and facilitate the adverse reaction reporting process for vaccines, 
including adverse events associated with COVID-related vaccines once 
marketed. Further, updating vaccine adverse reaction information on the 
Health Canada web site demonstrates the Department’s openness to 
collaborate and address stakeholder concerns. The proposed revisions do 
not affect COVID-related initiatives. 


For example: 

The proposed revisions do not impact COVID-related initiatives, nor 
interfere with current established procedures. Rather, the revisions to 
Health Canada’s web site content align reporting mechanisms with 
PHAC’s P/T AEFI reporting process, and aim to increase clarity, in order 
to facilitate the adverse reaction reporting process for all vaccines 
including COVID-related vaccines. 


Let me know if you would like to discuss or have any concerns. If you are in agreement, 
this can be considered approved with these additional changes. 


Thanks, Kelly 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-09-21 6:18 PM 

To: Robinson2, Kelly (HC/SC) <kelly.robinson2 @canada.ca> 

Cc: HC.F MHPD Action Requests F.SC <MHPD Action Requests@canada.ca> 
Subject: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 


Hi Kelly, 


Please find attached for your approval (or comment) a memo to the ADM regarding 
some needed changes to the vaccine reporting webpage. | had previously provided 
comments. Comments/responses are in the track changes version. The approval slip 
and attachments to the memo (clean and track changes test of the various web pages) 
are also attached to this email. 


Thanks, 
Craig 


From: Thin, Sophea (HC/SC) <sophea.thin@canada.ca> 

Sent: 2020-09-18 4:04 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca 

Ce: HC.F MHPD Action Requests F.SC <MHPD_ Action _Requests@canada.ca> 

Subject: Craig for your review - Vaccine Reporting Webpage - FW: 20-113181 - 818 for 
/ pour: As Requested/Tel que demandé 


From: Sandra Pasquier <sandra.pasquier@hc-sc.gc.ca> 

Sent: 2020-09-18 3:32 PM 

To: Pinard, Mike (HC/SC) <mike.pinard@canada.ca>; Thin, Sophea (HC/SC) 
<sophea.thin@canada.ca>; Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Subject: 20-113181 - 818 for / pour: As Requested/Tel que demandé 
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Health Santé 
Canada Canada 


Health Products Direction générale des produits 
and Food Branch de santé et des aliments 


FOR CONCURRENCE 
20-113181-818 


MEMORANDUM TO THE ASSISTANT DEPUTY MINISTER 
AND THE ASSOCIATE ASSISTANT DEPUTY MINISTER 


Update to Health Canada’s vaccine reporting web site instructions 


SUMMARY 

e The British Columbia Centre for Disease Control raised concerns about 
instructions on Health Canada's web site (hyperlinked), which guide 
vaccine adverse event reporters to report to the Department rather than to 
the Provincial/Territorial Adverse Event Following Immunization 
Surveillance System (P/T AEFISS) which is managed by the Public 
Health Agency of Canada (PHAC). 

e In order to clarify these instructions, we are seeking Health Products and 
Food Branch (HPFB) Assistant Deputy Minister (ADM) approval for the 
following: 

- Update Health Canada’s web page to instruct federally regulated (i.e., 
hospitals) and non-regulated reporters to go through the PHAC’s P/T 
AEFI reporting process; 

- Clarify reporting requirements for hospitals and remove ambiguous 
terms to make it clear that adverse reactions for vaccines should be 
submitted through only one reporting mechanism (i.e., the P/T AEFISS 
regulatory reporting framework). 

e These revisions will ensure accurate information appears online, improve 
clarity of vaccine reporting instructions and facilitate adverse reaction 
reporting. 


e HPFB ADM concurrence is requested by November 26, 2020, as the flu 
season is emerging and we want to ensure stakeholders are well 
informed of their regulatory requirements for reporting of vaccine adverse 
events. 


BACKGROUND: 

Health Canada's web site (hyperlinked) was updated in December 2019, as a result of 
new regulations being implemented for mandatory medical device incident and serious 
adverse drug reaction reporting by hospitals. 


fel 


Canada 


By 


At the same time a broader clean up and optimization project was conducted. The main 
objectives were to allow for a more user-friendly experience, diminish the number of 
clicks to obtain desired information, and update content to align with new regulations. 


The updates allowed reporters to choose the health product they wish to report on, 
prompting them to select the reporter type they represented, and then presenting them 
with the instructions on how to report. 


This broader clean up initiative triggered feedback from the British Columbia Centre for 
Disease Control. They submitted comments advising us that there were partially 
incorrect instructions regarding the vaccine adverse event reporting process and raised 
concerns regarding the term used when referring to “routine” immunization programs, 
noting that what is considered “routine” in one province or territory may not be “routine” 
in another. For instance, Quebec provincial law requires that all adverse events 
following immunization for any vaccines be reported to the local public health units, 
whereas other provinces and territories have a narrower list of vaccines required to be 
reported to local public health units. 


The collection of vaccine adverse event reports is managed by PHAC through P/T 
regulations, and by Health Canada via federal regulations for manufacturers and 
hospitals. PHAC and Health Canada share the monitoring of vaccines in Canada and 
the two regulatory reporting frameworks overlap. Therefore, if hospital stakeholders 
report adverse events via the P/T regulations, then they are exempted from meeting the 
federal requirement. This is to avoid any duplication of reports. The same logic also 
applies to parties not regulated under federal requirements. 


The main objective of the proposed revisions to Health Canada's web site (hyperlinked) 
is to streamline the vaccine reporting process through PHAC’s P/T AEFI reporting 
process, as opposed to Health Canada’s reporting mechanism. This will align the 
reporting process for hospital reporters with the current process for other stakeholders, 
such as healthcare providers. Consumers will be encouraged to share their vaccine 
adverse event with a health professional, who can report via PHAC’s P/T AEFI 
mechanism on their behalf. It will also be reinforced that health professionals (working in 
a non-hospital setting) are required to report to their local health units (hyperlinked), as 
per usual established process. 


Additionally, to remove any ambiguity in the reporting requirements for hospitals, the 
statement “Hospitals are not required to report an adverse reaction to a vaccine that is 
part of a routine provincial or territorial immunization program.” will be replaced with 
“However, hospitals do not have to report for vaccines if they have submitted an 
Adverse Events Following Immunization (AEFI) report to their local public health unit.”. 
This will help to clarify that vaccine reports only need to be submitted to a local public 
health unit and will help avoid duplicate reporting. 


ae 


An internal review was conducted and agreement was obtained on the proposed 
changes. The goal is to incorporate the updates before the flu season to make sure 
parties are correctly informed of their obligations before administration of the flu vaccine 
commences. 


CONSIDERATIONS: 
The current online content for Health Canada’s web site (hyperlinked) was published in 
December 2019. 


Concurrence on the new proposed changes was obtained as the result of focused 
collaborative discussions amongst the HPFB’s Marketed Health Products Directorate 
(MHPD) policy, surveillance, outreach and clinical vaccine review groups. PHAC’s 
Vaccine Vigilance Working Group and the British Columbia Centre for Disease Control 
were consulted and are satisfied with the proposed changes. 


The proposed revisions do not impact COVID-related initiatives, nor interfere with 
current established procedures. Rather, the revisions to Health Canada’s web site 
content align reporting mechanisms with PHAC’s P/T AEFI reporting process, and aim 
to increase clarity, in order to facilitate the adverse reaction reporting process for all 
vaccines, including COVID-related vaccines. 


The Bureau of Biologics, Radiopharmaceutical and Self-Care Products (BBRS) of 
MHPD and the PHAC have a well-established process for a bidirectional exchange of 
information on a monthly basis for all vaccines, and on a weekly basis during influenza 
season for influenza vaccines. Aggregate data and the summary of the causality 
assessment of these reports are also shared with the provinces and territories. 


Additionally, an agreement has been arranged with the PHAC such that any adverse 
reaction reports for vaccines administered outside the routine immunization schedules 
(e.g., diagnostic vaccines, therapeutic vaccines, etc.) received by PHAC from P/Ts will 
be redirected to Health Canada, for appropriate action. 


However, a gap remains since despite all vaccine reports being submitted to local 
health units, P/Ts, as per their usual practices, will only send to PHAC reports for 
vaccines that are within PHAC’s purview, which excludes diagnostic/therapeutic 
vaccines. 


e The risk of not receiving diagnostic/therapeutic vaccines from hospitals via P/Ts 
is considered low risk, when comparted to the significant impact for the larger 
preventative vaccine category. 


e Since 1965, Health Canada received few reports (41) for diagnostic/therapeutic 
vaccines. The information concerning these products would still be obtained via 
manufacturers, who are mandated to report to Health Canada, including 
information they receive from hospitals on a voluntary basis. 
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e Weare therefore opting to simplify the website reporting instructions as much as 
possible for the reporter, by streamlining the process rather than differentiating 
pathways based on various types of vaccines. 


e Nonetheless, we will continue to clarify through outreach and education efforts 
for hospitals (eg webinars, guidance document, newsletter, etc.) that PHAC 
monitors preventative vaccines, while Health Canada monitors the safety and 
efficacy of vaccines exclusive to diagnostic/therapeutic uses (e.g., Tubersol, 
Oncotis), to reiterate our interest in receiving these. 


e Should Health Canada find out that hospitals are not voluntarily reporting to 
manufacturers, we would revisit at that time to determine next steps. 


Once the current content on Health Canada’s web site is updated, cross-links will be 
added to “What's new: Biologics, radiopharmaceuticals and genetic therapies”, “What's 
new: Drug products”, and “Drug product announcements” web pages. Additionally, a 
Really Simple Syndication (RSS) feed update notice will be sent, and social media 
Tweet and Linked-in posts will be added to inform stakeholders about the updates. The 
British Columbia Centre for Disease Control will also be informed via email. 


PORTFOLIO CONSIDERATIONS: 

Communication and Public Affairs Branch (CPAB) made additional plain language 
updates to the revised content. No CPAB ADM approval is required for these revised 
web pages. CPAB’s ADMO, as well as Privy Council Office’s (PCO) communications 
group, may be alerted by CPAB’s digital communications team to inform them of the 
web page changes due to current sensitivity with vaccines. 


RESOURCE IMPLICATIONS: 
These changes are resource-neutral. 
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RECOMMENDATIONS: 

The updated vaccine reporting instructions clarify established procedures and facilitate 
the adverse reaction reporting process for vaccines, including adverse events 
associated with COVID-related vaccines once marketed. Further, updating vaccine 
adverse reaction information on the Health Canada web site demonstrates the 
Department's openness to collaborate and address stakeholder concerns. The 
proposed revisions do not affect COVID-related initiatives. 


iA 


Director General 
| concur: 


| do not concur: 


Assistant Deputy Minister Date 


MECS# 20-113181-818 


Contact: Craig Simon 
Telephone: 613-793-4395 


Attachments: 
- Revisions in track changes 
o CR_vaccine-consumer-EN.docx 
o CR_vaccine-healthcareprovider-EN.docx 
o CR_vaccine-hospital-EN.docx 
o CR_vaccine-industry-EN.docx 
o CR_vaccine-main page-EN_rev.docx 
- Final CRs 
o CR_vaccine-consumer_EN_clean.docx 
CR_vaccine-healthcareprovider_EN_clean.docx 
CR_vaccine-hospital_ EN_clean.docx 
CR_vaccine-industry_EN_clean.docx 
CR_vaccine-main page-EN_rev_clean.docx 
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From: Pinard, Mike (HC/SC) 


To: Simon, Craig (HC/SC 

Cc: HC.E MHPD Action Requests F.SC 

Subject: Craig: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel que demandé 
Date: 2020-10-07 9:31:34 AM 

Attachments: image002.png 


20-113181-818 Approval Slip Vaccine reporting webpage 2020-10-06.docx 
20-113181-818 Memo to ADM Vaccine Reporting Webpage 2020-10-06.docx 
CR_vaccine-consumer_ EN-clean_2020-10-06.docx 
CR_vaccine-consumer-EN_2020-10-06.docx 

CR_vaccine-healthcareprovider EN clean _2020-10-06.docx 
CR_vaccine-healthcareprovider-EN_2020-10-06.docx 

CR_vaccine-hospital EN clean _2020-10-06.docx 
CR_vaccine-hospital-EN_2020-10-06.docx 

CR_vaccine-industry EN-clean_2020-10-06.docx 

CR_vaccine-industry-EN 2020-10-06.docx 

CR_vaccine-main page-EN_rev_2020-10-06.docx 

CR_vaccine-main page-EN_rev-clean_2020-10-06.docx 


Hi Craig, 


HPSEB ended up making more changes to the documents for this docket so it will need to go up for 
DG approval again. With you for review. 


Thanks 
Mike 


From: Pasquier, Sandra (HC/SC) 

Sent: 2020-10-07 9:23 AM 

To: HC.F MHPD Action Requests F.SC 

Subject: FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel 
que demandé 


Hi DGO, 
FY] ~ incoming MECS audit trail to follow. 


Thanks, 
Sandra 


From: Jayaraman, Gayatri (HC/SC) <gayatri.jayaraman@canada.ca> 

Sent: 2020-10-06 5:45 PM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Nguyen, David (HC/SC) 
<david.nguyen@canada.ca>; Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Litowitz, 
Paul (HC/SC) <paul.litowitz@canada.ca> 

Subject: Re: *For Director approval* - FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 
818 for / pour: As Requested/Tel que demandé 


A huge task. Approved with thanks all. 


On Oct 6, 2020, at 10:03 AM, Pasquier, Sandra (HC/SC) <sandra. ier(@canada.ca> 
wrote: 


Hi Gaya, 


| have the following revised Briefing Note and Change Request (CR) for your approval. 
Please note that DGO made some comments, these documents were revised, and 
changes were made. 


Director re-approval is due by COB October 7, 2020. As per DGO, once the program 
area accepted and made clean version, this can be considered DG approved. ADM 
approval is requested by October 23, 2020. 


These documents have been consulted by Laura Lada-Moldovan, Heather Morrison and 
David Nguyen. 


Some key points | would like to flag are the following: 

1. CR forms have an additional minor change: “What is a vaccine?” replaced with 
“What are vaccines?” since the section starts with “Vaccines are (...)”. 

2. Briefing Note: 

Diagnostic/therapeutic vaccines monitored by HC should continue coming to 
CVP, while the preventative vaccines remain within PHAC’s purview. 

e Anagreement has been arranged with the PHAC such that any adverse reaction 
reports for vaccines administered outside the routine immunization schedules 
(e.g., diagnostic vaccines, therapeutic vaccines, etc.) received by PHAC from 
P/Ts will be redirected to Health Canada, for appropriate action. 

@ However, a gap remains since regardless of what vaccines reports are 
submitted to local health units, P/Ts will only send to PHAC reports for vaccines 
that are within PHAC’s purview, which excludes diagnostic/therapeutic 
vaccines. 

@ Risk assessed as low and risk mitigation strategy considered has been included. 


Thanks, 
Sandra 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-10-05 10:05 PM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Ce: Nguyen, David (HC/SC) <david.nguyen@canada.ca>; Morrison, Heather (HC/SC) 
<heather.morrison@canada.ca>; Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca> 
Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Allo Sandra and David, 
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Please find enclosed revised BN in track changes, and in clean version, in addition to 
the Change Request (CR) Forms. 


Updates in this approval package request: 
® CR forms have an additional minor change: “What is a vaccine?” replaced with 
“What are vaccines?” since the section starts with “Vaccines are (...)”. 
@ Briefing note: 

o Diagnostic/therapeutic vaccines monitored by HC should continue coming to 
CVP, while the preventative vaccines remain within PHAC’s purview. 

o An agreement has been arranged with the PHAC such that any adverse 
reaction reports for vaccines administered outside the routine 
immunization schedules (e.g., diagnostic vaccines, therapeutic vaccines, 
etc.) received by PHAC from P/Ts will be redirected to Health Canada, for 
appropriate action. 

o However, a gap remains since regardless of what vaccines reports are 
submitted to local health units, P/Ts will only send to PHAC reports for 
vaccines that are within PHAC’s purview, which excludes 
diagnostic/therapeutic vaccines. 

© Risk assessed as low and risk mitigation strategy considered has been 
included. 


Thanks, 
Laura 


From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-10-05 4:30 PM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Allo Sandra, 


| am just finalising the Briefing Note to accompany the approval package for ADMO. | 
am aiming to complete this before end of the week. 

Thanks, 

Laura 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Sent: 2020-10-05 9:57 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi Laura, 
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Could you please let me know the status of the Vaccine Reporting Webpage? 


Thank you, 
Sandra 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-09-22 11:37 AM 

To: Jayaraman, Gayatri (HC/SC) <gayatri jayaraman@canada.ca>; Morrison, Heather 
(HC/SC) <heather.morrison@canada.ca>; Hogan, Vicky (HC/SC) 
<vicky.hogan@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc. mhpdhpsebassistants.sc@canada.ca>; 
Nguyen, David (HC/SC) <david. nguyen@canada.ca>; Mandel, Gillian (HC/SC) 
<gillian.mandel@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hello, 
It’s been some time since (last winter/spring and) the broader internal consultation on 
the revised webpages. 


Heather, Laura and | just connected and identified one uncertainty which is that we 
may not have in writing that PHAC should/will share vaccine reports with CVP. This was 
discussed and a key to the revised webpages. 


If PHAC confirms in writing that they will send vaccine reports to the CVP (should not 
be a problem, there is precedent) the CV webpages won’t need any revisions (there 
could be 1-2 minor unrelated revisions to the BN still). If PHAC does not agree, we may 
need more significant web page revisions. 


For the moment, we suggest to pause while we connect via BBRS with PHAC (and 
hopefully confirm/document our understanding). 


Sorry for this delay, but thanks to Heather for flagging. 
Paul 


From: Jayaraman, Gayatri (HC/SC) <gayatri.jayaraman@canada.ca> 

Sent: 2020-09-22 10:40 AM 

To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Litowitz, Paul (HC/SC) 
<paul litowitz@canada.ca>; Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc. mhpdhpsebassistants. sc@canada.ca>; 
Nguyen, David (HC/SC) <david.nguyen@canada.ca> 

Subject: FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Page: 363 of/de 458 
A2022001233 


@Heather/Vicky, please sort this out with Paul/Laura as PROS team is leading this work. 
| understand PROS did consult across the Bureau so | am not clear why this was caught 
beforehand. 


NB: any new changes will require a resubmit to me (via Sandra please as she needs to 
re-enter in MECS) if the change is above and beyond what was sent in the previous 
version to DGO. 


Gaya 


From: Morrison, Heather (HC/SC) <heather.morrison@canada.ca> 

Sent: 2020-09-22 9:19 AM 

To: HC.F MHPD HPSEB Assistants F.SC <he.mhpdhpsebassistants.sc@canada.ca> 
Ce: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires 
coordinateurs F.SC 


HC.F MHPD Action Requests F.SC <MHPD_Action .ca> 


Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi, 
Sorry- sending to all as | don’t now who is responding to this request. 


I've reviewed the document and noticed that there isn’t any reference to ARs to 
vaccines used for diagnosis and treatment which are to be reported to Health Canada 
and always have been even prior to vaccines from MAHs being reported to CVP in 
2011. 


| have made changes to the document to reflect the vaccines used for diagnosis and 
treatment. Feel free to modify, as needed. 


| do think it is important to differentiate between the types of vaccines as this 
document just generalizes for all vaccines when in fact they are not treated the same 
way in terms of AR/AEFI reporting. 


Heather 


From: Pinard, Mike (HC/SC) <mike.pinard@canada.ca> 

Sent: 2020-09-22 8:30 AM 

To: HC.F MHPD HPSEB Assistants F.SC <he.mhpdhpsebassistants.sc@canada.ca> 
Cc: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires 
coordinateurs F.SC 
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<he.mhpdhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca>; 
HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca> 


Subject: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi HPSEB, 


Back to you to accept DGO pages and load a new clean version into MECS as noted by 
Craig below. Audit to follow. 


Thanks 


From: Simon, Craig (HC/SC) 

Sent: 2020-09-22 8:25 AM 

To: Robinson2, Kelly (HC/SC) 

Cc: HC.F MHPD Action Requests F.SC 

Subject: RE: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 


Thanks Kelly, 


@Mike —| have added Kelly’s change in the attached in track changes. Once the 
program area accepts and makes a clean version, this can be considered DG approved. 


Thanks, 
Craig 


From: Robinson2, Kelly (HC/SC) <kelly.robinson2 @canada.ca> 

Sent: 2020-09-21 6:46 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Cc: HC.F MHPD Action Requests F.SC <MHPD Action Requests@canada.ca> 

Subject: RE: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 


Hi Craig, | think the document reads well and | agree with your changes. | would 
suggest one addition, the concept of facilitating the process for all vaccines including 
COVID vaccines is introduced in the recommendation (highlighted text). | would 
include this earlier as well. 


RECOMMENDATIONS: 

The updated vaccine reporting instructions clarify established procedures 
and facilitate the adverse reaction reporting process for vaccines, 
including adverse events associated with COVID-related vaccines once 
marketed. Further, updating vaccine adverse reaction information on the 


Health Canada web site demonstrates the Department's openness to 
collaborate and address stakeholder concerns. The proposed revisions do 
not affect COVID-related initiatives. 


For example: 

The proposed revisions do not impact COVID-related initiatives, nor 
interfere with current established procedures. Rather, the revisions to 
Health Canada’s web site content align reporting mechanisms with 
PHAC’s P/T AEFI reporting process, and aim to increase clarity, in order 
to facilitate the adverse reaction reporting process for all vaccines 
including COVID-related vaccines. 


Let me know if you would like to discuss or have any concerns. If you are in agreement, 
this can be considered approved with these additional changes. 


Thanks, Kelly 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-09-21 6:18 PM 

To: Robinson2, Kelly (HC/SC) <kelly.robinson2 @canada.ca> 

Cc: HC.F MHPD Action Requests F.SC <MHPD_ Action _Requests@canada.ca> 
Subject: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 


Hi Kelly, 


Please find attached for your approval (or comment) a memo to the ADM regarding 
some needed changes to the vaccine reporting webpage. | had previously provided 
comments. Comments/responses are in the track changes version. The approval slip 
and attachments to the memo (clean and track changes test of the various web pages) 
are also attached to this email. 


Thanks, 
Craig 


From: Thin, Sophea (HC/SC) <sophea.thin@canada.ca> 

Sent: 2020-09-18 4:04 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Ce: HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca> 

Subject: Craig for your review - Vaccine Reporting Webpage - FW: 20-113181 - 818 for 
/ pour: As Requested/Tel que demandé 


From: Sandra Pasquier <sandra.pasquier@hc-sc.gc.ca> 


Sent: 2020-09-18 3:32 PM 

To: Pinard, Mike (HC/SC) <mike.pinard@canada.ca>; Thin, Sophea (HC/SC) 
<sophea.thin@canada.ca>; Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Subject: 20-113181 - 818 for / pour: As Requested/Tel que demandé 
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<CR_vaccine-main page-EN_rev_clean.docx> 
<CR_vaccine-consumer_EN_clean.docx> 
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<20-113181-818 Memo to ADM_ Vaccine Reporting Webpage_2020-10- 
06.docx> 


From: Thin, Sophea (HC/SC) 


To: Simon, Craig (HC/SC 

Cec: HC.E MHPD Action Requests F.SC 

Subject: Additional comment - FW: Craig for your review FW: Director approved - HPSEB - Vaccine Reporting Webpage - 
FW: 20-113181 - 818 for / pour: As Requested/Tel que demandé 

Date: 2020-10-16 4:33:57 PM 

Attachments: 20-113181-818 Memo to ADM Vaccine Reporting Webpage 2020-10-16.docx 


20-113181-818 Memo to ADM Vaccine Reporting Webpage 2020-10-16 track changes.docx 
RE Vaccine Pages.msq 


Hi DGO, 
For DGO consideration when sending the approval package to ADMO for concurrence: 


‘There is some concern from CPAB with respect to if the updates take too long to be approved. Any 
capability that you have to move this forward more quickly is greatly appreciated. CPAB mentioned 
that they are actively working on the COVID-19 vaccine pages and the plan is to have them link to 
our updated reporting vaccine pages. We would like for all this to happen at the same time (ie both 
updates) if possible as our pages will get more and more views when the COVID-19 vaccine pages go 
live and will continue to increase in views as we approach the authorization of a vaccine. | believe 
the plan is to have the COVID-19 vaccine pages go live by the end of October.’ 


Thank you, 
Sandra 


From: Thin, Sophea (HC/SC) 

Sent: 2020-10-16 12:11 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Cc: HC.F MHPD Action Requests F.SC <MHPD_Action_Requests@canada.ca> 

Subject: Craig for your review FW: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 
20-113181 - 818 for / pour: As Requested/Tel que demandé 


Craig for your review. 


From: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 
Sent: 2020-10-16 12:06 PM 

To: Thin, Sophea (HC/SC) <sophea.thin@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca>; HC.F MHPD Action Requests F.SC 


<MHPD_ Action Requests@canada.ca> 
Cc: HC.F MHPD HPSEB Assistants F.SC <hce.mhpdhpsebassistants.sc@canada.ca> 


Subject: RE: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 


Hi Sophea, 


Hope all is well on your end! 


The documents attached to this email trail include one clean copy, and the one marked as tracked 
changes should have all changes tracked (| have just verified and confirmed this). 


A list of attachments for both clean and track changes is included in this ADMO memo. | am not sure 
about usual process, but this has been included in order to help illustrate what the current online 
content is and what changes we wish to make (via the TC), and the clean version (to show what we 
will submit to CPAB for publication). 


| hope this helps. Please don’t hesitate to ask if you have more questions. 
Thanks, 
Laura 


From: Thin, Sophea (HC/SC) <sophea.thin@canada.ca> 

Sent: 2020-10-16 11:59 AM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca>; HC.F MHPD Action Requests F.SC 
<MHPD_ Action Requests@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Subject: RE: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 


Hi Sandra, 

Neither of these documents are in track changes. Also should the attachments at 
the bottom of the memo lists TC/clean copies. Is this right? In my experience I 
have never seen this on a memo to the ADM for concurrence. 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Sent: 2020-10-16 11:13 AM 

To: HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Subject: Director approved - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: 
As Requested/Tel que demandé 


Hi DGO, 


Please see below Director approved email. 


An audit trail via MECS will be coming shortly. 


Thank you, 
Sandra 


From: Jayaraman, Gayatri (HC/SC) <gayatri.jayvaraman@canada.ca> 

Sent: 2020-10-16 11:04 AM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Nguyen, David (HC/SC) 
<david.nguyen@canada.ca> 

Subject: RE: *For Director approval* - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 
for / pour: As Requested/Tel que demandé 


Approved, with thanks. Almost there! 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Sent: 2020-10-16 10:50 AM 

To: Jayaraman, Gayatri (HC/SC) <gayatri.jayaraman@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca>; Lada-Moldovan, 
Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Subject: *For Director approval* - HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 

Importance: High 


Hi Gaya, 


| have the following memo to ADM on Vaccine Reporting Webpage for Director re-approval. Please 
note that DGO made some comments and Laura revised those comments. Attached to this email is 
the clean and tracked copy. 


Director re-approval is due by October 20, 2020 as we would like to obtain DG approval by October 
23, 2020 and ADM approval by October 30, 2020. 


Thank you, 
Sandra 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-10-16 10:37 AM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca>; Nguyen, David 
(HC/SC) <david.nguyen@canada.ca> 

Subject: RE: ***ACTION REQUIRED*** HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 
for / pour: As Requested/Tel que demandé 


Hi Sandra, 


Please find enclosed the revised briefing note (clean copy), and the one submitted on Sept 18, with 
tracked changes leading to this latest version. 


Thanks, 
Laura 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 
Sent: 2020-10-16 10:26 AM 


To: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 

Ce: HC.F MHPD HPSEB Assistants F.SC <he.mhpdhpsebassistants.sc@canada.ca> 

Subject: RE: ***ACTION REQUIRED*** HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 
for / pour: As Requested/Tel que demandé 


Hi Laura, 
Could you please provide a status update on the request below? 


Thank you, 
Sandra 


From: Cote2, Annick (HC/SC) <annick.cote2@canada.ca> 
Sent: 2020-10-13 1:52 PM 
To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 


Ce: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca>; Nguyen, David (HC/SC) 
<david. nguyen@canada.ca> 


Subject: *** ACTION REQUIRED*** HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 


Hi Laura, 
Please see below the email from Craig requesting more edits. 
Thank you, 


Annick Coté 


Health Products Surveillance and Epidemiology Bureau 
Marketed Health Products Directorate - Health Canada 
Telephone: (613) 327-2834 

Email: annick.cote2@canada.ca 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-10-13 1:48 PM 

To: Cote2, Annick (HC/SC) <annick.cote2@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca> 

Ce: HC.F MHPD Action Requests F.SC <MHPD_Action Requests@canada.ca>; HC.F MHPD HPSEB 


Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 
Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Good afternoon, 


Please edit the new text to make it more concise. Suggest starting with the gap created and briefly 
indicating why it is expected to be low risk / minimal impact and finishing with the choice to 
simplify/streamline. 


Please include a track changes version of the document relative to the version of the document sent 
from DGO for revision on September 22. 


Thanks, 
Craig 


From: Cote2, Annick (HC/SC) <annick.cote2@canada.ca> 
Sent: 2020-10-09 10:46 AM 
To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 


Cc: HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca>; HC.F MHPD HPSEB 


Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 
Subject: FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi, 
See below the confirmation/response to your email. 
Please advise if you need anything else. 


Thank you, 


Annick Coté 


Health Products Surveillance and Epidemiology Bureau 
Marketed Health Products Directorate - Health Canada 
Telephone: (613) 327-2834 

Email: annick.cote2@canada.ca 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-10-09 10:13 AM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 


Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi Sandra, 


1- Can you please confirm that the highlighted text is the only new text? 
a. Correct, in addition to a longer deadline now (Oct 23) 


2- Additionally, with respect to the new text, and the gap in reporting that it discusses, is this 
gap impacted by the changes in the web pages? The wording suggests that this is an existing 
gap. Is it? Is the size of the gap increased or decreased by the changes being made to the 
website? 

a. The coming into force of the regulations are under a year old and therefore, we 
have no way to of doing a gap analysis as we have no history to compare to and no 
infrastructure to do so. To reduce regulatory burden, Legal services agreed on an 
exemption for vaccines, which exempted hospitals from having to also report these 
to HC, if reports for vaccines are submitted through the AEFI channel. The changes 
being made to the website will help streamline the process and reduce duplicate 
reporting. In a way, this update may reduce reporting as in — duplicate reporting. 


Thanks, 
Laura 


From: Cote2, Annick (HC/SC) <annick.cote2@canada.ca> 
Sent: 2020-10-09 9:28 AM 


To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 
Subject: FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Good morning Laura, 
Could you please provide confirmation/response to Craig’s email below? 


Thank you, 


Annick Coté 


Health Products Surveillance and Epidemiology Bureau 
Marketed Health Products Directorate - Health Canada 
Telephone: (613) 327-2834 

Email: annick.cote2@canada.ca 


From: Simon, Craig (HC/SC) 
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Sent: 2020-10-08 9:04 PM 

To: Pasquier, Sandra (HC/SC); HC.F MHPD Action Requests F.SC 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As Requested/Tel 
que demandé 


Hi Sandra, 


There appears to be a significant amount of new text in the ADM memo. | have highlighted what | 
think is new (other than the suggested changes that were approved by Kelly) in the attached. Can 
you please confirm that the highlighted text is the only new text? 


Additionally, with respect to the new text, and the gap in reporting that it discusses, is this gap 
impacted by the changes in the web pages? The wording suggests that this is an existing gap. Is it? Is 
the size of the gap increased or decreased by the changes being made to the website? 


Thanks, 
Craig 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Sent: 2020-10-07 9:23 AM 

To: HC.F MHPD Action Requests F.SC <MHPD_Action_Requests@canada.ca> 

Subject: FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi DGO, 
FY| ~ incoming MECS audit trail to follow. 


Thanks, 
Sandra 


From: Jayaraman, Gayatri (HC/SC) <gayatrijayaraman@canada.ca> 

Sent: 2020-10-06 5:45 PM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Nguyen, David (HC/SC) 
<david.nguyen@canada.ca>; Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Litowitz, 


Paul (HC/SC) <paullitowitz@canada.ca> 
Subject: Re: *For Director approval* - FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 


818 for / pour: As Requested/Tel que demandé 


A huge task. Approved with thanks all. 


On Oct 6, 2020, at 10:03 AM, Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 
wrote: 


Hi Gaya, 


| have the following revised Briefing Note and Change Request (CR) for your approval. 
Please note that DGO made some comments, these documents were revised, and 
changes were made. 


Director re-approval is due by COB October 7, 2020. As per DGO, once the program 
area accepted and made clean version, this can be considered DG approved. ADM 
approval is requested by October 23, 2020. 


These documents have been consulted by Laura Lada-Moldovan, Heather Morrison and 
David Nguyen. 


Some key points | would like to flag are the following: 

1. CR forms have an additional minor change: “What is a vaccine?” replaced with 
“What are vaccines?” since the section starts with “Vaccines are (...)”. 

2. Briefing Note: 

Diagnostic/therapeutic vaccines monitored by HC should continue coming to 
CVP, while the preventative vaccines remain within PHAC’s purview. 

@ An agreement has been arranged with the PHAC such that any adverse reaction 
reports for vaccines administered outside the routine immunization schedules 
(e.g., diagnostic vaccines, therapeutic vaccines, etc.) received by PHAC from 
P/Ts will be redirected to Health Canada, for appropriate action. 

e However, a gap remains since regardless of what vaccines reports are 
submitted to local health units, P/Ts will only send to PHAC reports for vaccines 
that are within PHAC’s purview, which excludes diagnostic/therapeutic 
vaccines. 

e Risk assessed as low and risk mitigation strategy considered has been included. 


Thanks, 
Sandra 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-10-05 10:05 PM 

To: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 

Ce: Nguyen, David (HC/SC) <david.nguyen@canada.ca>; Morrison, Heather (HC/SC) 


<heather.morrison@canada.ca>; Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 
Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Allo Sandra and Davic, 


Please find enclosed revised BN in track changes, and in clean version, in addition to 
the Change Request (CR) Forms. 
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Updates in this approval package request: 
@ CR forms have an additional minor change: “What is a vaccine?” replaced with 

“What are vaccines?” since the section starts with “Vaccines are (...)”. 

e Briefing note: 

o Diagnostic/therapeutic vaccines monitored by HC should continue coming to 
CVP, while the preventative vaccines remain within PHAC’s purview. 

o An agreement has been arranged with the PHAC such that any adverse 
reaction reports for vaccines administered outside the routine 
immunization schedules (e.g., diagnostic vaccines, therapeutic vaccines, 
etc.) received by PHAC from P/Ts will be redirected to Health Canada, for 
appropriate action. 

o However, a gap remains since regardless of what vaccines reports are 
submitted to local health units, P/Ts will only send to PHAC reports for 
vaccines that are within PHAC’s purview, which excludes 
diagnostic/therapeutic vaccines. 

o Risk assessed as low and risk mitigation strategy considered has been 
included. 


Thanks, 

Laura 

From: Lada-Moldovan, Laura (HC/SC) 

Sent: 2020-10-05 4:30 PM 

To: Pasquier, Sandra (HC/SC) < ra. ier nada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Allo Sandra, 


| am just finalising the Briefing Note to accompany the approval package for ADMO. | 
am aiming to complete this before end of the week. 

Thanks, 

Laura 


From: Pasquier, Sandra (HC/SC) <sandra.pasquier@canada.ca> 
Sent: 2020-10-05 9:57 AM 
To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 


Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 
Hi Laura, 


Could you please let me know the status of the Vaccine Reporting Webpage? 


Thank you, 
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Sandra 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-09-22 11:37 AM 

To: Jayaraman, Gayatri (HC/SC) <gayatri jayaraman@canada.ca>; Morrison, Heather 
(HC/SC) <heather.morrison@canada.ca>; Hogan, Vicky (HC/SC) 
<vicky.hogan@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca>; 
Nguyen, David (HC/SC) <david. nguyen@canada.ca>; Mandel, Gillian (HC/SC) 

<gillian. mandel@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hello, 
It’s been some time since (last winter/spring and) the broader internal consultation on 
the revised webpages. 


Heather, Laura and | just connected and identified one uncertainty which is that we 
may not have in writing that PHAC should/will share vaccine reports with CVP. This was 
discussed and a key to the revised webpages. 


If PHAC confirms in writing that they will send vaccine reports to the CVP (should not 
be a problem, there is precedent) the CV webpages won’t need any revisions (there 
could be 1-2 minor unrelated revisions to the BN still). If PHAC does not agree, we may 
need more significant web page revisions. 


For the moment, we suggest to pause while we connect via BBRS with PHAC (and 
hopefully confirm/document our understanding). 


Sorry for this delay, but thanks to Heather for flagging. 
Paul 


From: Jayaraman, Gayatri (HC/SC) <gayatri.jayaraman@canada.ca> 

Sent: 2020-09-22 10:40 AM 

To: Morrison, Heather (HC/SC) <heather.morrison@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca>; Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Cc: HC.F MHPD HPSEB Assistants F.SC <he.mhpdhpsebassistants.sc@canada.ca>; 
Nguyen, David (HC/SC) <david. nguyen@canada.ca> 

Subject: FW: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


@Heather/Vicky, please sort this out with Paul/Laura as PROS team is leading this work. 
| understand PROS did consult across the Bureau so | am not clear why this was caught 
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beforehand. 


NB: any new changes will require a resubmit to me (via Sandra please as she needs to 
re-enter in MECS) if the change is above and beyond what was sent in the previous 
version to DGO. 


Gaya 


From: Morrison, Heather (HC/SC) <heather.morrison@canada.ca> 

Sent: 2020-09-22 9:19 AM 

To: HC.F MHPD HPSEB Assistants F.SC <he.mhpdhpsebassistants.sc@canada.ca> 

Cc: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires 

coordinateurs F.SC 
<he.mhodhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca>; 
HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca> 

Subject: RE: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
Requested/Tel que demandé 


Hi, 
Sorry- sending to all as | don’t now who is responding to this request. 


I’ve reviewed the document and noticed that there isn’t any reference to ARs to 
vaccines used for diagnosis and treatment which are to be reported to Health Canada 
and always have been even prior to vaccines from MAHs being reported to CVP in 
2011. 


| have made changes to the document to reflect the vaccines used for diagnosis and 
treatment. Feel free to modify, as needed. 


| do think it is important to differentiate between the types of vaccines as this 
document just generalizes for all vaccines when in fact they are not treated the same 
way in terms of AR/AEFI reporting. 


Heather 


From: Pinard, Mike (HC/SC) <mike.pinard@canada.ca> 

Sent: 2020-09-22 8:30 AM 

To: HC.F MHPD HPSEB Assistants F.SC <hc.mhpdhpsebassistants.sc@canada.ca> 

Cc: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires 

coordinateurs F.SC 
<he.mhodhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca>; 
HC.F MHPD Action Requests F.SC <MHPD_ Action Requests@canada.ca> 

Subject: HPSEB - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / pour: As 
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Requested/Tel que demandé 
Hi HPSEB, 


Back to you to accept DGO pages and load a new clean version into MECS as noted by 
Craig below. Audit to follow. 


Thanks 


From: Simon, Craig (HC/SC) 

Sent: 2020-09-22 8:25 AM 

To: Robinson2, Kelly (HC/SC) 

Cc: HC.F MHPD Action Requests F.SC 

Subject: RE: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 


Thanks Kelly, 


@Mike —| have added Kelly’s change in the attached in track changes. Once the 
program area accepts and makes a clean version, this can be considered DG approved. 


Thanks, 
Craig 


From: Robinson2, Kelly (HC/SC) <kelly.robinson2 @canada.ca> 

Sent: 2020-09-21 6:46 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Cc: HC.F MHPD Action Requests F.SC <MHPD_ Action _Requests@canada.ca> 

Subject: RE: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 


Hi Craig, | think the document reads well and | agree with your changes. | would 
suggest one addition, the concept of facilitating the process for all vaccines including 
COVID vaccines is introduced in the recommendation (highlighted text). | would 
include this earlier as well. 


RECOMMENDATIONS: 

The updated vaccine reporting instructions clarify established procedures 
and facilitate the adverse reaction reporting process for vaccines, 
including adverse events associated with COVID-related vaccines once 
marketed. Further, updating vaccine adverse reaction information on the 
Health Canada web site demonstrates the Department's openness to 
collaborate and address stakeholder concerns. The proposed revisions do 
not affect COVID-related initiatives. 


For example: 

The proposed revisions do not impact COVID-related initiatives, nor 
interfere with current established procedures. Rather, the revisions to 
Health Canada’s web site content align reporting mechanisms with 
PHAC’s P/T AEFI reporting process, and aim to increase clarity, in order 
to facilitate the adverse reaction reporting process for all vaccines 
including COVID-related vaccines. 


Let me know if you would like to discuss or have any concerns. If you are in agreement, 
this can be considered approved with these additional changes. 


Thanks, Kelly 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-09-21 6:18 PM 

To: Robinson2, Kelly (HC/SC) <kelly.robinson2 @canada.ca> 

Cc: HC.F MHPD Action Requests F.SC <MHPD Action Requests@canada.ca> 
Subject: FOR APPROVAL - Vaccine Reporting Webpage - FW: 20-113181 - 818 for / 
pour: As Requested/Tel que demandé 


Hi Kelly, 


Please find attached for your approval (or comment) a memo to the ADM regarding 
some needed changes to the vaccine reporting webpage. | had previously provided 
comments. Comments/responses are in the track changes version. The approval slip 
and attachments to the memo (clean and track changes test of the various web pages) 
are also attached to this email. 


Thanks, 
Craig 


From: Thin, Sophea (HC/SC) <sophea.thin@canada.ca> 

Sent: 2020-09-18 4:04 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Ce: HC.F MHPD Action Requests F.SC <MHPD_Action_Requests@canada.ca> 

Subject: Craig for your review - Vaccine Reporting Webpage - FW: 20-113181 - 818 for 
/ pour: As Requested/Tel que demandé 


From: Sandra Pasquier <sandra. ier@hc-sc.gc.ca> 

Sent: 2020-09-18 3:32 PM 

To: Pinard, Mike (HC/SC) <mike.pinard@canada.ca>; Thin, Sophea (HC/SC) 
<sophea.thin@canada.ca>; Simon, Craig (HC/SC) <craig.simon@canada.ca> 


Subject: 20-113181 - 818 for / pour: As Requested/Tel que demandé 
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<CR_vaccine-consumer-EN.docx> 
<CR_vaccine-healthcareprovider_ EN_clean.docx> 
<CR_vaccine-healthcareprovider-EN.docx> 
<CR_vaccine-hospital EN_clean.docx> 
<CR_vaccine-hospital-EN.docx> 


<20-113181-818 Memo to ADM_Vaccine Reporting Webpage_2020-10- 
06.docx> 


From: Kay, Catherine (HC/SC) 


To: Lada-Moldovan, Laura (HC/SC); Pasquier, Sandra (HC/SC) 
Cec: Leclerc, Celine (HC/SC); Pink, Natasza (HC/SC); Smith, J Mark (HC/SC); Nguyen, David (HC/SC) 
Subject: RE: Vaccine Pages 


Date: 2020-10-16 11:51:10 AM 


Thanks Laura. Completely understood that it might be outside of your control but definitely wanted 
to make sure that it was flagged so that all were aware. 


Thanks, 


Catherine 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-10-16 11:49 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Pasquier, Sandra (HC/SC) 
<sandra.pasquier@canada.ca> 

Cc: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Nguyen, David 
(HC/SC) <david.nguyen@canada.ca> 

Subject: RE: Vaccine Pages 


Thanks for this background Catherine, it is good to know! 


Sandra; do you think we could include this note for DGO’s consideration, when sending the approval 
package to ADMO, for consideration in case the approval could be obtained before Oct 30th? 


At this point, | think it would be outside our control, but good to flag for their awareness in case it 
can be expedited. 


Thanks, 
Laura 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-10-16 11:22 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 
Subject: RE: Vaccine Pages 


Hi Laura, 


Thanks for getting back to me so quickly. There is some concern from CPAB with respect to if the 
updates take too long to be approved. Any capability that you have to move this forward more 
quickly is greatly appreciated. CPAB mentioned that they are actively working on the COVID-19 
vaccine pages and the plan is to have them link to our updated reporting vaccine pages. We would 
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like for all this to happen at the same time (ie both updates) if possible as our pages will get more 
and more views when the COVID-19 vaccine pages go live and will continue to increase in views as 
we approach the authorization of a vaccine. | believe the plan is to have the COVID-19 vaccine pages 
go live by the end of October. 


Please do let me know if you are able to move this forward before the end of the month or if you 
have any other questions. 


Céline or J. Mark please jump in if you have any further info to provide. 
Thank you, 


Catherine 


From: Lada-Moldovan, Laura (HC/SC) <laura.lJada-moldovan@canada.ca> 
Sent: 2020-10-16 10:40 AM 

To: Kay, Catherine (HC/SC) <catherine canada.ca> 

Ce: Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smit ca> 
Subject: RE: Vaccine Pages 


Hi Catherine, 
Thanks for following up! 


We required more internal discussions on this topic to clarify between the types of vaccines and 
different scopes between PHAC and HC; we currently are in communication with DGO, who had 
some comments HPSEB needed to address before approving the briefing note intended for ADMO. 


We have resubmitted our briefing note to DGO today, hoping it is satisfactory and can then be 
expedited to ADMO for approval (we are requesting ADMO approval by October 30, 2020). 


Let me know if you have any questions. 


Thanks, 
Laura 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-10-16 9:20 AM 

To: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 

Ce: Leclerc, Celine (HC/SC) <celine.Jeclerc@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 
Subject: FW: Vaccine Pages 


Hi Laura, 


Page: 385 of/de 458 
A2022001233 


| am following up on this request. CPAB is telling us that we need to publish this (hopefully next 
week). Do you know what the status of the approval for this is? Last | heard it was on its way to 
ADMO in mid-September. | have attached the last version of the content that | am aware of. 
Any insight you can provide is greatly appreciated. 


Please let me know if you have any questions or if you would like to discuss this further. 
Thanks, 


Catherine 


From: Leclerc, Celine (HC/SC) <celine.leclerce@canada.ca> 
Sent: 2020-10-16 9:13 AM 
To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Smith, J Mark (HC/SC) 


<jmark.smith@canada.ca> 
Subject: FW: Vaccine Pages 


Céline Leclerc 

Marketed Health Products Directorate 
Health Products and Food Branch 
Health Canada, Government of Canada 


celine.leclere@canada.ca / Tel: 613-793-5862 


Direction des produits de santé commercialisés 
Direction générale des produits de santé et des aliments 
Santé Canada, Gouvernement du Canada 


celine.leclerce@canada.ca / Tél: 613-793-5862 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-14 12:33 PM 

To: Martin, David S (HC/SC) <davids.martin@canada.ca>; MacKay, Lisa (HC/SC) 
<lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Perfect, thank you to both for your quick response! 


Laura 


From: Martin, David S (HC/SC) <davids.martin@canada.ca> 
Sent: 2020-09-14 12:11 PM 
To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca>; Lada-Moldovan, Laura (HC/SC) </aura.jada- 
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moldovan@canada.ca> 
Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 


<natasza.pink@canada.ca> 
Subject: RE: Vaccine Pages 


That looks fine to me. 
Thanks, 


David S. Martin 

Communications Advisor 

Health Products and Food Branch Unit 
Communications and Public Affairs Branch 
Health Canada 

Mobile: 613-297-2473 *NOTE NEW NUMBER 
e-mail: davids.martin@canada.ca 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-14 12:10 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Martin, David S (HC/SC) 
<davids.martin@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.Jitowitz@canada.ca>; Leclerc, Celine (HC/SC) 

<celine leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<n ink@canada.ca> 

Subject: RE: Vaccine Pages 


Some additions, 
Look good David? 


Once the current content on Health Canada’s web site is updated, an RSS feed 
update notice will be sent, cross-links will be added to biologics and drug what’s new 
and drug announcement pages and a social media tweet and linked-in post will be 
added to inform about the updates. The British Columbia Centre for Disease Control 
will also be informed via email. 


Lisa 


Sent: 2020-09-14 12:07 PM 

To: Martin, David S (HC/SC) <davids.martin@canada.ca>; MacKay, Lisa (HC/SC) 
<lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca>; Leclerc, Celine (HC/SC) 

<celine. leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
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<natasza.pink@canada.ca> 
Subject: RE: Vaccine Pages 


Thanks Lisa/David, that would be great! 
Would it be accurate to update the ADMO Briefing note as follows then: 


Once the current content on Health Canada’s web site is updated, an RSS feed 
update notice will be sent and a social media post will be added to inform about the 
updates. The British Columbia Centre for Disease Control will also be informed via 
email. 


From: Martin, David S (HC/SC) <davids.martin@canada.ca> 

Sent: 2020-09-14 11:35 AM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 


| have no concerns with doing that at all. When the pages go live, we can do a SM post or two to 
notify the public and stakeholders that the content has moved/changed. 


Once we have an approximate live date, let me know and | can coordinate something. 
Thanks, 


David S. Martin 

Communications Advisor 

Health Products and Food Branch Unit 
Communications and Public Affairs Branch 
Health Canada 

Mobile: 613-297-2473 *NOTE NEW NUMBER 
e-mail: davids.martin@canada.ca 


From: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Sent: 2020-09-14 10:18 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 

<celine. leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Martin, David S (HC/SC) <davids.martin@canada.ca> 
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Subject: RE: Vaccine Pages 
Hi Laura, 


We could maybe send out an RSS feed notice but we don’t usually push out updates. We could 
possible add a cross link on the BRDD and Drugs What’s new pages saying (Updated). 


David do you think they could have a tweet and ora Linked-In post? 
Thanks 


Lisa 


From: Lada-Moldovan, Laura (HC/SC) <laura.jada-moldovan@canada.ca> 

Sent: 2020-09-14 9:39 AM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Good morning Lisa, 


Quick question; does CPAB plan to issue an alert for stakeholders on the website to notify that the 
content has been updated once done? 


We have plans to notify via email the BC stakeholder who initially raised these concerns, but wonder 
if there will be a notification other than the website being updated to notify of this change in 
content? 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-13 9:29 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 

<celine. leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 


<natasza.pink@canada.ca> 
Subject: RE: Vaccine Pages 


Yes — those look good. 


Thanks 
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Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique 
du Canada 

Tel/Tél: (613) 884-3293 

Lisa. Mackay@canada.ca 


From: Lada-Moldovan, Laura (HC/SC) <laura.lJada-moldovan@canada.ca> 

Sent: 2020-09-13 9:20 PM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Perfect, thanks Lisa, and agreed that these would need to be made for all landing pages. 


Would it be fine if we included the enclosed EN main page to capture the suggested changes for the 
ADMO approval package? 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-13 9:08 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 

<celine. leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Laura, 


Yes we can make those small changes to the descriptions. If we do make those changes thougn we 
should add them to all the landing pages. 


Thanks 


Lisa Mackay 
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Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique 
du Canada 

Tel/Tél: (613) 884-3293 

Lisa. Mackay@canada.ca 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-12 9:53 PM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 


Yes, | was referring to this selection page indeed. While | understand that we will not be describing 
the vaccine landscape in Canada on this main page (but rather on each reporter type web pages), we 
were proposing additions to the reporter types, to clarify the selections. More precisely, there still 
seems to be confusion between the selections “hospital” and “health care provider”, so we are 
proposing to add the following qualifiers: 


*Who/what are you? (required) 

Consumer 

Hospital (including health care providers in a hospital setting) 
Health care provider (outside a hospital setting) 

Industry 


Could this change request still be considered please? 


Also, we had also flagged to Celine the following, hoping it could also be corrected when updating 
the web pages: 


PLEASE NOTE! We have noticed a translation error that affects all of the product pages on the 
reporting website (including the vaccine pages). 
should be translated as ¢ 


NOT rapporteur). 
Let me know if you have any questions. 


Thanks, 
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Laura 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-12 9:31 PM 

To: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 


<natasza.pink@canada.ca> 
Subject: RE: Vaccine Pages 


Hi Laura, 


If you are talking about the selection page there will not be any changes on this one. The only 
changes will be on the instructional pages attached. 


Have a nice Sunday © 
Lisa 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-12 9:16 PM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul Jitowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<n za.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 
No worries, | can certainly relate! © 
Thank you for reviewing and sharing your suggestions to improve the content, much appreciated! 


Would it be possible to also confirm if a final main page is available to include with attachments (it 
was not shared originally along with the other CPAB revised pages)? 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 
Sent: 2020-09-11 7:57 PM 


To: Lada-Moldovan, Laura (HC/SC) <laura.Jada-moldovan@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 
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Subject: RE: Vaccine Pages 

Hi Laura, 

Sorry for the delay — what a week! 
Here are some suggested changes. 
Have a great weekend! 


Lisa Mackay 

Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique 
du Canada 

Tel/Tél: (613) 884-3293 

Lisa. n 


From: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Sent: 2020-09-10 12:48 PM 

To: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Ce: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Lisa, 
Please see enclosed the Briefing Note we are planning on sending to ADMO for concurrence. 


We'd appreciate having CPBA’s quick review, if possible. Could you please let us know if you have 
any comments (preferably before tomorrow COB, so that we can submit without further delays)? 


Also, is a final main page availabie to include with attachments (it was not shared originally along 
with the other CPAB revised pages)? 


Thanks, 
Laura 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 
Sent: 2020-09-07 5:31 PM 
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To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 

<celine. Jeclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 
<ghazal.eland@canada.ca> 

Subject: RE: Vaccine Pages 


Hi Paul, 


CPAB ADM will not need to approve these pages. We may give them a heads up but only because of 
the sensitivity around vaccines right now. We will probably also flag to PCO comms. 


Gaya and Sophie can decide if they would like Pierre to approve, he was very involved with the 
original launch so | suspect he would appreciate a heads up but not sure if he needs to formally 
approve. 


We are working with PHAC, BRDD and TPD to develop web content on vaccines and treatments for 
COVID-19 and it sounds like the Drug Authorization Interim Order may go live this week. Other than 
that there is not any web clean up planned in the near future. 


Unfortunately the MHPD optimization had to be put on hold because of all the COVID-19 priorities. 
We are trying to do some smaller clean ups when we can, but the larger jobs will have to wait for 
now. 


If possible can you cc me on the briefing note, it could come in handy if CPAB or PCO has any 
questions. 


Let me know if you have any other questions. 
Thanks 


Lisa Mackay 
Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique 
du Canada 

Tel/Tél: (613) 884-3293 
Lisa. Mackay@canada.ca 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 
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Sent: 2020-09-02 5:05 PM 

To: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca>; Leclerc, Celine (HC/SC) 

<celine. leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 


<ghazal.eland@canada.ca> 
Subject: RE: Vaccine Pages 


Hi Lisa, 


In discussion with our director Gaya and anticipation of sharing/seeking vaccine webpage approvals, 
she posed several questions. 


How does this work link — if at all— to the broader web cleanup? Does CPAB’s ADM approve the 
revised webpages (or only potentially Pierre)? 


We've been requested to create a short briefing note which would accompany the revised vaccine 
webpages during approvals. We can incorporate any comments that you might have on the 
questions posed. 


Many thanks, 
Paul 


From: MacKay, Lisa (HC/SC) <lisa.mackay@canada.ca> 

Sent: 2020-09-02 10:17 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Leclerc, Celine (HC/SC) 
<celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 
<ghazal.eland@canada.ca> 

Subject: RE: Vaccine Pages 


Sounds good — thanks Paul! 


Lisa Mackay 
Senior Digital Communications Advisor | Conseillére principale en communications 

Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique 
du Canada 

Tel/Tél: (613) 884-3293 
Lisa. Mackay@canada.ca 
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From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-09-02 9:53 AM 

To: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca>; Leclerc, Celine (HC/SC) 

<celine. leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca>; Pink, Natasza (HC/SC) 
<natasza.pink@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Ce: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 


<ghazal.eland@canada.ca> 
Subject: RE: Vaccine Pages 


Hi Lisa, 
These revisions look great. 


We have a few very minor edits (e.g. small word addition on industry page in order to align with 
regulations) but do not plan any substantial changes. 


For next steps, we will seek program (HPSEB) director approval tomorrow, followed by MHPD DG 
approval. In the meantime, we’ve shared with our policy and clinical colleagues who previously 
were consulted/inputted. 


As in the past, we appreciate BSEIMS or CPAB will coordinate French translations. 


More to come shortly, 
Paul 


From: MacKay, Lisa (HC/SC) <lisa. mackay@canada.ca> 

Sent: 2020-09-01 5:05 PM 

To: Leclerc, Celine (HC/SC) <celine.leclerce@canada.ca>; Smith, J Mark (HC/SC) 
<jmark.smith@canada.ca>; Pink, Natasza (HC/SC) <natasza.pink@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca> 

Cc: Prive, Jonathan (HC/SC) <jonathan.prive@canada.ca>; Eland, Ghazal (HC/SC) 
<ghazal.eland@canada.ca> 

Subject: Vaccine Pages 


Hi all, 

As discussed we can not add text on the audience selection page but we do recommend adding 
some content on the individual pages. Here are the clean pages for your review. Please let us know if 
you have any concerns or changes. 

Thank you! 


Page: 396 of/de 458 
A2022001233 


Lisa Mackay 
Senior Digital Communications Advisor | Conseillére principale en communications 


Digital Communications Division | Division des communications numériques 

Public Affairs Directorate | Direction des affaires publiques 

Health Canada and Public Health Agency of Canada / Santé Canada et Agence de la santé publique 
du Canada 

Tel/Tél: (613) 884-3293 
Lisa. Mackay@canada.ca 


From: Watson2, Heather (HC/SC) 


To: HC.F MHPD Directors F.SC 

Cec: Huggins, Nicolle (HC/SC); Kay, Catherine (HC/SC) 
Subject: Concurrence (Vaccine reporting webpage) 

Date: 2020-12-01 3:56:16 PM 


Hello, 
The pages are now live. Please see attached links. Let me know if there are any concerns. 


Main page 


httos:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine.html 


httos:/Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin. html 


Consumer 
Nps: 


r ion-r ina/vaccine/hospital. html! 


laration-effets-indesirables/vaccin/hopital. html 


Health Care Providers 


httos:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/health-care-providers. html 


httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/professionnels-sante.html 


Industry 
httos:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/industry. html 


httos:/Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/deciaration-effets-indesirables/vaccin/industrie. html 


Thank you, 


Catherine 
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From: Simon, Craig (HC/SC 


To: Kay, Catherine (HC/SC); Lada-Moldovan, Laura (HC/SC); Litowitz, Paul (HC/SC) 

Subject: FW: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting webpage) 
Date: 2020-12-01 3:47:42 PM 

fyi 


From: Robinson2, Kelly (HC/SC) <kelly.robinson2 @canada.ca> 

Sent: 2020-12-01 3:34 PM 

To: Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Ce: Smith4, Melissa (HC/SC) <melissa.smith4@canada.ca>; Sommerer, Sophie (HC/SC) 
<sophie.sommerer@canada.ca>; Fandja, Patrick (HC/SC) <patrick.fandja@canada.ca>; Simon, Craig 
(HC/SC) <craig.simon@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Great work All! 


From: Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Sent: 2020-12-01 3:32 PM 

To: Robinson2, Kelly (HC/SC) <kelly.robinson2@canada.ca> 

Ce: Smith4, Melissa (HC/SC) <melissa.smith4@canada.ca>; Sommerer, Sophie (HC/SC) 
<sophie. sommerer@canada.ca>; Fandja, Patrick (HC/SC) <patrick.fandija@canada.ca> 
Subject: FW: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


FY| — the vaccine reporting pages are live. 
Thanh 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-12-01 12:30 PM 

To: Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Leclerc, Celine (HC/SC) <celine. leclerc@canada.ca>; 
Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hello, 
The pages are now live. Please see attached links. Let me know if there are any concerns. 


Main page 
httos://Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine. htm! 
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httos://Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/deciaration-effets-indesirables/vaccin.html 


Consumer 


httos://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/consumer. htm! 


httos:/Avww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/consommateur.html 


Hospital 
httos:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/hospital.html 


httos:/Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/hopital. html 


Health Care Providers 
h //Awww.can .ca/en/health-canada/services/drugs-health-pri /medeffect-can /adverse- 
tion-r ing/vaccine/health-care-providers.html 


-effets-i irables/vaccin/professionnels-sante. html 


Industry 
httos:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
r ion- ing/vaccine/industry.html 
JAwww. .ca/fr/sante-canada/services/medicaments-produits-sante/m ~ 
laration-effets-indesirables/vaccin/industrie html 
Thank you, 
Catherine 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-11-28 9:25 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 
Thanks, 

Paul 


Why is this product/guidance document being posted now? 
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It is imperative that these changes be posted prior to approval of the first COVID vaccine (possibly as 
early as 7 December) in order to ensure that any adverse events are correctly reported for these 
vaccines. The December 2019 changes to Health Canada website introduced partially incorrect 
instructions. The current changes correct this error and make it clear that adverse reactions for 
vaccines should be submitted through only one reporting mechanism (i.e., the PHAC’s 
Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial Adverse Event 
Following Immunization (P/T AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine reporting 
instructions clarify established procedures and facilitate the adverse reaction reporting process for 
vaccines, including adverse events associated with COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, as opposed 
to Health Canada’s reporting mechanism. This will align with the current process for other 
stakeholders, such as health care providers. Health professionals (working in a non-hospital setting) 
are required to report to their local health units, as per usual established process. Consumers will be 
encouraged to share their vaccine adverse event with a health professional, who can report via 
PHAC’s P/T AEFI mechanism on their behalf. 


Are we expecting media attention? 
No, however, updating vaccine adverse reaction information on the Health Canada web site 
demonstrates the Department’s openness to collaborate and address stakeholder concerns. 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-27 7:35 PM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks so much Paul. | will await your response. 


Catherine 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-27 7:33 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) </aura.laca- 


moldevan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson? @canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Catherine, 

We can answer these questions, the associated BN should address most. Determining media 
attention might be subjective. We’re clarifying process but with a high profile subject matter. More 
to come. 

Thanks, 

Paul 


Sent from my iPhone 


On Nov 27, 2020, at 7:28 PM, Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 
wrote: 


Hi, 


| just wanted to let you know that the English and French documents are with CPAB. 
They will be reviewing over the weekend and then sending to PCO. 

5 questions need to be answered for the vaccine package going over to PCO. | sent an 
email directly to Paul and Laura but was not sure if they verify emails over the 
weekend. | need answers to these questions (short answers are necessary ie 2-3 
sentences max) either today or sometime over the weekend. 


Please let me know, at your earliest convenience, if someone from your team is able to 
action this by 5pm Sunday. 


Why is this product/guidance document being posted now? 
How will this change/affect what is currently on the site? 
Are we advising anything different? 

Who is the audience? 

Are we expecting media attention? 

Please let me know if you have any questions. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Sent: 2020-11-26 11:36 AM 
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To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul litowitz@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Catherine. 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-26 10:55 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Litowitz, Paul (HC/SC) 

<paul litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Hi, 


We checked in with CPAB and they said it is doable but tight so we cannot make 
any guarantees. They understand that it is best to have these pages live before 
the first approval of a vaccine on December 7, 2020. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-26 9:05 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Kay, Catherine (HC/SC) 
<catherine kay@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Good morning all, 
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Our ADMO advisor has indicated that the pages should be posted before the first 
vaccine is approved. | just chatted with Sophie and she indicated that they are pushing 


to have the first approval on December ze. 


Ideally then, the pages would be posted December 4" Is this doable? 
We will need to communicate a plan to ADMO. 


Thanks, 
Craig 


From: Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca> 

Sent: 2020-11-26 8:33 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Kay, Catherine (HC/SC) 
<catherine.| ada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 


(Vaccine reporting webpage) 
Thanks Craig, and good morning. 


Catherine, for awareness the AER reporting pathway (diagram) doesn’t require further 
translation though may need some formatting. 


We are available to second review CPAB’s translation updates further to their plain 
language edits. 


Paul 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-25 8:17 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks all, 
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I've let ADMO that more time is needed. Tomorrow we can determine a realistic 
schedule and then communicate up. 


From: Kay, Catherine (HC/SC) <catherine.kavy@canada.ca> 

Sent: 2020-11-25 7:34 PM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) 
<laura.lada-moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) <heather.watson2@canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Paul. That is very helpful that phac has already okayed the content. E can try to 
figure out versions, what is new content and what still needs translation tomorrow 
morning. To note | was told that we need to build in an extra 48 hours into our process 
as Final English and French will need to go to MO and PCO for review and they need 
48hrs (business days) to review. 


So it does not sound like we can get it out before next week at the earliest. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 7:16 PM, Litowitz, Paul (HC/SC) 
<paullitowitz@canada.ca> wrote: 


Hello, 

There may be some confusion. The initial webpages were all translated 
(by us). CPAB made some plain language edits and CPAB suggested that 
they could do those additional translations. So the initial work is complete 
and only translation updates are required. Hopefully that won’t take much 
time. 


CPAB should have the original webpage translations please let us know if 
they need. 


The AE reporting pathway table can be translated quickly and if needed by 
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us tomorrow morning. 


PHACs vaccine vigilance working group (among other stakeholders), 
reviewed and concurred with the web page edits. 


Thanks, 
Paul 


Sent from my iPhone 


On Nov 25, 2020, at 6:32 PM, Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 


Thanks Catherine. 


On Nov 25, 2020, at 6:10 PM, Kay, Catherine 
(HC/SC) <catherine.kay@canada.ca> wrote: 


Hi 


We can try for sooner but | just can’t make 
guarantees. CPAB has a lot on their plate right 
now that is for the next few days. They may 
need to touch base to determine which of the 
priorities are most important. 


CPAB in theory could provide the translation of 
the words for the diagram and will translate the 
long description as well but would not be in 
charge of creating the diagram ( as the boxes 
would be different sizes because French text is 
always longer). As well, we will need to let 
them know if Phac has approved the content. 


| hope this helps. Please let me know if you 
would like to discuss further. 


Catherine 


Sent from my iPhone 


Page: 406 of/de 458 
A2022001233 


On Nov 25, 2020, at 5:34 PM, 
Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 


Thanks Catherine, 


While noon tomorrow seems to 
be out of the question, CPAB may 
(probably) be asked to give this a 
higher priority so that it is posted 
sooner than the suggested 

Th 7gth 


We do not want to be the hold- 
up. Based on your message, 
MHPD is expected to provide the 
French version of the diagram, 
even thought we are not doing 
the translation. Within MHPD, 
who is responsible for that? Is 
there anything else we need to 
provide to CPAB? 


Thanks, 
Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 5:27 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
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reporting webpage) 
That would be correct. 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 5:20 PM 

To: Kay, Catherine (HC/SC) 
<catherine. kav@canada.ca>; 
Lada-Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| don’t know the answer to your 
questions, 


However, with respect to the 
ADM’s question about posting by 
noon tomorrow, CPAB’s answer 
appears to be negative. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine. kay@canada.ca> 
Sent: 2020-11-25 5:14 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
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moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Craig, 


Has this been reviewed and 
approved by PHAC (adverse 
events following immunization 
group (e.g. Nicolas Gilbert) as 
well? 

Also, we will need the pathway of 
adverse events diagram that is in 
all of the pages in French. 

CPAB has indicated that they are 
able to work on this but not right 
away due to some other 
urgencies. They could work on 
translation early next week, 
coding would take place later that 
week and with the pages going 


live around the 7" or 8". Does 
this timeline work? 


Please let me know if you have 
any questions or concerns. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Sent: 2020-11-25 5:01 PM 
To: Kay, Catherine (HC/SC) 


<catherine. kay@canada.ca>; 
Lada-Moldovan, Laura (HC/SC) 
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<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| seem to recall some mention of 
CPAB involvement in the updates 
to these web pages. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 4:51 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi, 


My team received the documents 
for translation at 4:30. We are 
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currently trying to determine how 
best to proceed. CPAB carries out 
the transiation when they had a 
hand in developing the content or 
update. | do not believe that they 
were involved in any plain 
language of the current web 
pages updates and therefore 
would not be responsible for the 
translation. Let me check a couple 
of options and get back to you. 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 4:42 PM 

To: Lada-Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul litowitz@canada.ca>; Kay, 
Catherine (HC/SC) 
<catherine.kay@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Subject: VERY URGENT - Update: 
MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Good evening, 


Please see ADMO’s question 
below about timing of posting and 
provide an update as soon as 
possible. 


Thanks, 

Craig 

From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 
Sent: 2020-11-25 4:22 PM 
To: Robinson2, Kelly (HC/SC) 


Page: 411 of/de 458 
A2022001233 


<keily. robinson? @canada.ca> 
Cc: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi Craig, 


| think | saw an email that the 
webpages were being sent to 


CPAB for translation. Do you know 


if that has happened? 


Thanks, 
Thanh 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 2020-11-25 1:10 PM 

To: Robinson2, Kelly (HC/SC) 


<kelly.robinson2 @canada.ca>; Vu, 


Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi — Any idea when CPAB is able 
to make these pages go live? 
Pierre is wondering if it’s doable 
before the vaccine tech briefing 
happening with Supriya and Dr. 
Njoo tomorrow noon-ipm.... 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 
Sent: 2020-11-24 5:18 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca>; Vu, 
Thanh (HC/SC) 
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<thanh.vu@canada.ca> 

Cc: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Thank you! 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 2020-11-24 4:28 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


This is coming back down through 
Briefing, but just to let you know 
that it’s approved © 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 
Sent: 2020-11-24 3:56 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Thanks for checking Melissa, 


Yes this are good to go - and 
should help simplify reporting for 
“outsiders”. Please let Pierre 
know that we hav addressed 
Supriya’s comments. Thanks, 
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Kelly 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 2020-11-24 3:53 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca>; Vu, 
Thanh (HC/SC) 

<thanh. vu@canada.ca> 

Subject: FW: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi — Just wanted to quickly check 
in to confirm that you are still 
comfortable with this going to 
Pierre for approval today, and 
that no adjustments are necessary 
based on the flu ADR discussions? 
| notice these pages link to the 
Vaccines and Immunization home 
page, which is good. Lots of good 
info there....although not sure 
how easy it is to find for an 
outsider! 


Melissa 


From: Racine, Natalie (HC/SC) 
<natalie.racine@canada.ca> On 
Behalf Of HPFB Briefing / 
Informations DGPSA (HC/SC) 
Sent: 2020-11-24 9:24 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca> 

Cc: HPFB Briefing / Informations 
DGPSA (HC/SC) <hc.hpfb. briefing- 
informations.dgpsa.sc@canada.ca> 
Subject: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 
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Good Morning Melissa, 


Please find revised 
Memo. | have attached 
the Clean and Track 
Change version for ease 
of reference. 


Thank you, 
Nat 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca> 
Sent: 2020-11-19 10:34 AM 

To: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Cc: HPFB Briefing / Informations 
DGPSA (HC/SC) <he.hpfb.briefing- 


informations.dgpsa.sc@canada.ca> 


Subject: RE: Request for update: 
MECS #20-113181-818 (Vaccine 
reporting webpage) 


Hi Thanh, 

| sent back comments from 
Supriya via HPFB Briefing on 
October 27 (see attached). Did 
these reach MHPD? 


Melissa 


From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Sent: 2020-11-19 10:26 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca> 
Subject: Request for update: 
MECS #20-113181-818 (Vaccine 
reporting webpage) 
Importance: High 
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Hi Melissa, 


Can | please get an update on the 
memo to the ADM regarding 
changes to the vaccine reporting 
webpages? 


The revisions to the vaccine 
webpages will ensure that 
accurate information appears 
online, improve clarity of vaccine 
reporting instructions and 
facilitate adverse reaction 
reporting. We need to have the 
information updated ASAP as flu 
season is emerging and we want 
to ensure stakeholders are well 
informed of their regulatory 
requirements for reporting of 
vaccine adverse events. In 
addition, we need to have this 
information ready for vaccines 
related to COVID-19. 


We had requested HPFB ADM 
concurrence by October 30, 2020. 
Please let us know if you need any 
information. 


Thanks, 
Thanh 
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From: Smith, Melissa (HC/SC) 


To: HPEB Briefing / Informations DGPSA (HC/SC) 
Subject: RE: Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting webpage) 
Date: 2020-11-24 4:25:22 PM 


1 TTT TTT ne OO OO OO OOOO ee 


This one has been approved by Supriya. | spoke to Pierre, and he said if Supriya is good with it, he 
doesn’t need to formally approve. So, this can go back to MHPD and be closed out. 


Melissa 


From: Racine, Natalie (HC/SC) <natalie.racine@canada.ca> On Behalf Of HPFB Briefing / 
Informations DGPSA (HC/SC) 

Sent: 2020-11-24 9:24 AM 

To: Smith4, Melissa (HC/SC) <melissa.smith4@canada.ca> 

Cc: HPFB Briefing / Informations DGPSA (HC/SC) <hc.hpfb.briefing- 
informations.dgpsa.sc@canada.ca> 

Subject: Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting webpage) 


Good Morning Melissa, 


Please find revised Memo. | have attached the Clean and Track Change 
version for ease of reference. 


Thank you, 
Nat 


From: Smith4, Melissa (HC/SC) <melissa.smith4@canada.ca> 
Sent: 2020-11-19 10:34 AM 

To: Vu, Thanh (HC/SC) <thanh. vu@canada.ca> 

Ce: HPFB Briefing / Informations DGPSA (HC/SC) <hc.hpfb.briefing- 


informations.dgpsa.sc@canada.ca> 
Subject: RE: Request for update: MECS #20-113181-818 (Vaccine reporting webpage) 


Hi Thanh, 
| sent back comments from Supriya via HPFB Briefing on October 27 (see attached). Did these reach 
MHPD? 


Melissa 
From: Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 
Sent: 2020-11-19 10:26 AM 


To: Smith4, Melissa (HC/SC) <melissa.smith4@canada.ca> 
Subject: Request for update: MECS #20-113181-818 (Vaccine reporting webpage) 
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Importance: High 
Hi Melissa, 


Can | please get an update on the memo to the ADM regarding changes to the vaccine reporting 
webpages? 


The revisions to the vaccine webpages will ensure that accurate information appears online, improve 
clarity of vaccine reporting instructions and facilitate adverse reaction reporting. We need to have 
the information updated ASAP as flu season is emerging and we want to ensure stakeholders are 
well informed of their regulatory requirements for reporting of vaccine adverse events. In addition, 
we need to have this information ready for vaccines related to COVID-19. 


We had requested HPFB ADM concurrence by October 30, 2020. Please let us know if you need any 
information. 


Thanks, 
Thanh 
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From: Simon, Craig (HC/SC) 


To: Hogan, Vicky (Hi 
Subject: RE: Updated vaccine reporting webpages 
Date: 2020-12-01 7:45:57 PM 


Thanks Vicky, 
| was just looking at the red asterisk. 


And now that the vaccine pages have been updated, using the online form is no longer an option for vaccines. 


From: Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca> 
Sent: 2020-12-01 5:36 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Subject: FW: Updated vaccine reporting webpages 


Hi Craig. 


| didn’t think it made sense to me that DIN is a mandatory field in the DHPR reporting form so | just checked on the HC 
website and the form requires either a DIN, a NPN or a Product name. 


See screen shot of the DHPR reporting form below. 
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Product Information 
*DINBINPN# or Product name must be provided 


DIN #/NPN # 


__—aaas 


«Product Name 


Strength 


Eine 


Strength Unit 
Select [strength Unit Other] 


Dosage Form 


wai 


Manufacturer Name 


Vicky 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Sent: 2020-12-01 4:44 PM 

To: Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca> 
Cc: Nguyen, David (HC/SC) <david.nguyen@canada.ca> 
Subject: RE: Updated vaccine reporting webpages 


Hi Vicky, 
Do you have a minute to chat about this app issue? 


Thanks, 
Craig 


From: Hogan, Vicky (HC/SC) <vicky.hogan@canada.ca> 
Sent: 2020-12-01 4:38 PM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Ce: Nguyen, David (HC/SC) <davic.nguyen@canada.ca> 
Subject: FW: Updated vaccine reporting webpages 


Hi Craig & David 
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it looks like the information on where to report AEFls got posted on the HC website this week. 


Given the discussions going on regarding developing an APP for the public to report AEFls to Health Canada — we should let 
Kelly know that the development of such an APP will create potential confusion on where to report AEFls since the website 
now says to report them to the P/Ys and not to Health Canada. 


Vicky 

From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-12-01 3:49 PM 

To: HC.F MHPD HPSEB managers coordinators / DPSC BSPSE gestionnaires coordinateurs F.SC 
<hc.mbodhpsebmanagerscoordinatorsdpscbspsegestionnairescoordinateurs.sc@canada.ca> 
Ce: Rose, Jnona (HC/SC) <jhona.rose@canada.ca> 

Subject: Updated vaccine reporting webpages 


Hi everyone, 
Sharing for awareness. 


You may know, December 2019 changes to our website introduced partially incorrect instructions. Below (web links), correct 
these instructions and make it clear that adverse reactions for vaccines should be submitted through only one reporting 
mechanism (i.e., the PHAC’s Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial Adverse Event 
Following Immunization (P/T AEFI) Surveillance System). The updated vaccine reporting instructions clarify established 
procedures and facilitate the adverse reaction reporting process for vaccines, including adverse events associated with 
COVID-related vaccines once marketed. 


Thanks to everyone who input into these updates, 
Paul 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-12-01 3:30 PM 

To: Litowitz, Paul (HC/SC) <paul.litowi anada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) <heather.watson2@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) <laura.Jada-moldoevan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Leclerc, Celine 
(HC/SC) <celine Jeclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting webpage) 


Hello, 


The pages are now live. Please see attached links. Let me know if there are any concerns. 


Main page 
https:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/vaccine. html 


hitos:/Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet-canada/declaration-effets- 
indesirables/vaccin.html 


Consumer 


ttps://www, canada. ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction- 
reporting/vaccine/consumer.himl 


ttos:/Avww.canada.ca/fr/san 
in irables/vaccin/consomm. c.html 


Hospital 
hitos://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction- 
reporting/vaccine/hospital.html 
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httos:/Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet-canada/declaration-effets- 
indesirables/vaccin/hopital. html 


Health Care Providers 


ttos://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction- 
reporting/vaccine/health-care-providers.html 


ttps:/Avww,canada,ca/fr/sante-canada/services/medicaments-produits-sante/medeffet-canada/declaration-effets- 
indesirables/vaccin/professionnels-sante.html 


Industry 


https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction- 
reporting/vaccine/industry.html 


ttps:/Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet-canada/declaration-effets- 
indesirables/vaccin/industrie. html 


Thank you, 


Catherine 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-28 9:25 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) <heather.watson2@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting webpage) 


Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 
Thanks, 

Paul 


Why is this product/guidance document being posted now? 

It is imperative that these changes be posted prior to approval of the first COVID vaccine (possibly as early as 7 December) in 
order to ensure that any adverse events are correctly reported for these vaccines. The December 2019 changes to Health 
Canada website introduced partially incorrect instructions. The current changes correct this error and make it clear that 
adverse reactions for vaccines should be submitted through only one reporting mechanism (i.e., the PHAC’s 
Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial Adverse Event Following Immunization (P/T 
AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine reporting instructions clarify established 
procedures and facilitate the adverse reaction reporting process for vaccines, including adverse events associated with 
COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, as opposed to Health Canada’s 
reporting mechanism. This will align with the current process for other stakeholders, such as health care providers. Health 
professionals (working in a non-hospital setting) are required to report to their local health units, as per usual established 
process. Consumers will be encouraged to share their vaccine adverse event with a health professional, who can report via 
PHAC’s P/T AEFI mechanism on their behalf. 


Are we expecting media attention? 
No, however, updating vaccine adverse reaction information on the Health Canada web site demonstrates the Department’s 
openness to collaborate and address stakeholder concerns. 
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From: Smith4, Melissa (HC/SC) 


To: Robinson2, Kelly (HC/SC); Vu, Thanh (HC/SC) 
Cec: Sommerer, Sophie (HC/SC); Eandija, Patrick (HC/SC); Simon, Craig (HC/SC 
Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting webpage) 


Date: 2020-12-01 4:11:04 PM 


Thanks! 


From: Robinson2, Kelly (HC/SC) <kelly.robinson2 @canada.ca> 

Sent: 2020-12-01 3:34 PM 

To: Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Ce: Smith4, Melissa (HC/SC) <melissa.smith4 @canada.ca>; Sommerer, Sophie (HC/SC) 
<sophie.sommerer@canada.ca>; Fandja, Patrick (HC/SC) <patrick.fandja@canada.ca>; Simon, Craig 
(HC/SC) <craig.simon@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Great work All! 


From: Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Sent: 2020-12-01 3:32 PM 

To: Robinson2, Kelly (HC/SC) <kelly.robinson2@canada.ca> 

Ce: Smith4, Melissa (HC/SC) <melissa.smith4@canada.ca>; Sommerer, Sophie (HC/SC) 
<sophie.sommerer@canada.ca>; Fandja, Patrick (HC/SC) <patrick.fandia@canada.ca> 
Subject: FW: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


FY| — the vaccine reporting pages are live. 
Thanh 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-12-01 12:30 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Leclerc, Celine (HC/SC) <celine leclerc@canada.ca>; 
Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hello, 
The pages are now live. Please see attached links. Let me know if there are any concerns. 


Main page 
https://www.can .ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
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reaction-reporting/vaccine.himl 
httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 


canada/declaration-effets-indesirables/vaccin.html 


Consumer 


httos:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/consumer. htm! 


httos:/Awww.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/consommateur.html 


Hospital 
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/hospital html 


Health Care Providers 


/iwww.canada.ca/en/health-canada/services/drugs-health-pr ts/medeffect-can /adverse- 
ion-reporting/vaccine/health-care-providers.html 


h : . .ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
n laration-effets-indesirables/vaccin/professionnels-sante.html 


Industry 


Duty WWW CallaQda Cale c 
= i ine/industry.html 


.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
ion-effets-indesirables/vaccin/industrie.html 


Thank you, 


Catherine 


From: Litowitz, Paul (HC/SC) <paul_.litowitz@canada.ca> 

Sent: 2020-11-28 9:25 AM 

To: Kay, Catherine (HC/SC) <catherine. kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 
Thanks, 

Paul 


Why is this product/guidance document being posted now? 
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It is imperative that these changes be posted prior to approval of the first COVID vaccine (possibly as 
early as 7 December) in order to ensure that any adverse events are correctly reported for these 
vaccines. The December 2019 changes to Health Canada website introduced partially incorrect 
instructions. The current changes correct this error and make it clear that adverse reactions for 
vaccines should be submitted through only one reporting mechanism (i.e., the PHAC’s 
Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial Adverse Event 
Following Immunization (P/T AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine reporting 
instructions clarify established procedures and facilitate the adverse reaction reporting process for 
vaccines, including adverse events associated with COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, as opposed 
to Health Canada’s reporting mechanism. This will align with the current process for other 
stakeholders, such as health care providers. Health professionals (working in a non-hospital setting) 
are required to report to their local health units, as per usual established process. Consumers will be 
encouraged to share their vaccine adverse event with a health professional, who can report via 
PHAC’s P/T AEFI mechanism on their behalf. 


Are we expecting media attention? 
No, however, updating vaccine adverse reaction information on the Health Canada web site 
demonstrates the Department’s openness to collaborate and address stakeholder concerns. 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-27 7:35 PM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks so much Paul. | will await your response. 


Catherine 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-27 7:33 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) </aura.laca- 


moldevan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson? @canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Catherine, 

We can answer these questions, the associated BN should address most. Determining media 
attention might be subjective. We’re clarifying process but with a high profile subject matter. More 
to come. 

Thanks, 

Paul 


Sent from my iPhone 


On Nov 27, 2020, at 7:28 PM, Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 
wrote: 


Hi, 


| just wanted to let you know that the English and French documents are with CPAB. 
They will be reviewing over the weekend and then sending to PCO. 

5 questions need to be answered for the vaccine package going over to PCO. | sent an 
email directly to Paul and Laura but was not sure if they verify emails over the 
weekend. | need answers to these questions (short answers are necessary ie 2-3 
sentences max) either today or sometime over the weekend. 


Please let me know, at your earliest convenience, if someone from your team is able to 
action this by 5pm Sunday. 


Why is this product/guidance document being posted now? 
How will this change/affect what is currently on the site? 
Are we advising anything different? 

Who is the audience? 

Are we expecting media attention? 

Please let me know if you have any questions. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 
Sent: 2020-11-26 11:36 AM 
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To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul litowitz@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Catherine. 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-26 10:55 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Litowitz, Paul (HC/SC) 

<paul litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Hi, 


We checked in with CPAB and they said it is doable but tight so we cannot make 
any guarantees. They understand that it is best to have these pages live before 
the first approval of a vaccine on December 7, 2020. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-26 9:05 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Kay, Catherine (HC/SC) 
<catherine kay@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Good morning all, 
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Our ADMO advisor has indicated that the pages should be posted before the first 
vaccine is approved. | just chatted with Sophie and she indicated that they are pushing 


to have the first approval on December ze. 


Ideally then, the pages would be posted December 4" Is this doable? 
We will need to communicate a plan to ADMO. 


Thanks, 
Craig 


From: Litowitz, Paul (HC/SC) <paul. litowitz@canada.ca> 

Sent: 2020-11-26 8:33 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Kay, Catherine (HC/SC) 
<catherine.| ada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 


(Vaccine reporting webpage) 
Thanks Craig, and good morning. 


Catherine, for awareness the AER reporting pathway (diagram) doesn’t require further 
translation though may need some formatting. 


We are available to second review CPAB’s translation updates further to their plain 
language edits. 


Paul 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-25 8:17 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul. litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks all, 
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I've let ADMO that more time is needed. Tomorrow we can determine a realistic 
schedule and then communicate up. 


From: Kay, Catherine (HC/SC) <catherine.kavy@canada.ca> 

Sent: 2020-11-25 7:34 PM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) 
<laura.lada-moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) <heather.watson2@canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Paul. That is very helpful that phac has already okayed the content. E can try to 
figure out versions, what is new content and what still needs translation tomorrow 
morning. To note | was told that we need to build in an extra 48 hours into our process 
as Final English and French will need to go to MO and PCO for review and they need 
48hrs (business days) to review. 


So it does not sound like we can get it out before next week at the earliest. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 7:16 PM, Litowitz, Paul (HC/SC) 
<paullitowitz@canada.ca> wrote: 


Hello, 

There may be some confusion. The initial webpages were all translated 
(by us). CPAB made some plain language edits and CPAB suggested that 
they could do those additional translations. So the initial work is complete 
and only translation updates are required. Hopefully that won’t take much 
time. 


CPAB should have the original webpage translations please let us know if 
they need. 


The AE reporting pathway table can be translated quickly and if needed by 
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us tomorrow morning. 


PHACs vaccine vigilance working group (among other stakeholders), 
reviewed and concurred with the web page edits. 


Thanks, 
Paul 


Sent from my iPhone 


On Nov 25, 2020, at 6:32 PM, Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 


Thanks Catherine. 


On Nov 25, 2020, at 6:10 PM, Kay, Catherine 
(HC/SC) <catherine.kay@canada.ca> wrote: 


Hi 


We can try for sooner but | just can’t make 
guarantees. CPAB has a lot on their plate right 
now that is for the next few days. They may 
need to touch base to determine which of the 
priorities are most important. 


CPAB in theory could provide the translation of 
the words for the diagram and will translate the 
long description as well but would not be in 
charge of creating the diagram ( as the boxes 
would be different sizes because French text is 
always longer). As well, we will need to let 
them know if Phac has approved the content. 


| hope this helps. Please let me know if you 
would like to discuss further. 


Catherine 


Sent from my iPhone 
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On Nov 25, 2020, at 5:34 PM, 
Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 


Thanks Catherine, 


While noon tomorrow seems to 
be out of the question, CPAB may 
(probably) be asked to give this a 
higher priority so that it is posted 
sooner than the suggested 

Th 7gth 


We do not want to be the hold- 
up. Based on your message, 
MHPD is expected to provide the 
French version of the diagram, 
even thought we are not doing 
the translation. Within MHPD, 
who is responsible for that? Is 
there anything else we need to 
provide to CPAB? 


Thanks, 
Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 5:27 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
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reporting webpage) 
That would be correct. 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 5:20 PM 

To: Kay, Catherine (HC/SC) 
<catherine. kav@canada.ca>; 
Lada-Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| don’t know the answer to your 
questions, 


However, with respect to the 
ADM’s question about posting by 
noon tomorrow, CPAB’s answer 
appears to be negative. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine. kay@canada.ca> 
Sent: 2020-11-25 5:14 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
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moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Craig, 


Has this been reviewed and 
approved by PHAC (adverse 
events following immunization 
group (e.g. Nicolas Gilbert) as 
well? 

Also, we will need the pathway of 
adverse events diagram that is in 
all of the pages in French. 

CPAB has indicated that they are 
able to work on this but not right 
away due to some other 
urgencies. They could work on 
translation early next week, 
coding would take place later that 
week and with the pages going 


live around the 7" or 8". Does 
this timeline work? 


Please let me know if you have 
any questions or concerns. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Sent: 2020-11-25 5:01 PM 
To: Kay, Catherine (HC/SC) 


<catherine. kay@canada.ca>; 
Lada-Moldovan, Laura (HC/SC) 


Page: 433 of/de 458 
A2022001233 


<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| seem to recall some mention of 
CPAB involvement in the updates 
to these web pages. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 4:51 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi, 


My team received the documents 
for translation at 4:30. We are 
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currently trying to determine how 
best to proceed. CPAB carries out 
the transiation when they had a 
hand in developing the content or 
update. | do not believe that they 
were involved in any plain 
language of the current web 
pages updates and therefore 
would not be responsible for the 
translation. Let me check a couple 
of options and get back to you. 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 4:42 PM 

To: Lada-Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul litowitz@canada.ca>; Kay, 
Catherine (HC/SC) 
<catherine.kay@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Subject: VERY URGENT - Update: 
MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Good evening, 


Please see ADMO’s question 
below about timing of posting and 
provide an update as soon as 
possible. 


Thanks, 

Craig 

From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 
Sent: 2020-11-25 4:22 PM 
To: Robinson2, Kelly (HC/SC) 
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<keily. robinson? @canada.ca> 
Cc: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi Craig, 


| think | saw an email that the 
webpages were being sent to 


CPAB for translation. Do you know 


if that has happened? 


Thanks, 
Thanh 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 2020-11-25 1:10 PM 

To: Robinson2, Kelly (HC/SC) 


<kelly.robinson2 @canada.ca>; Vu, 


Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi — Any idea when CPAB is able 
to make these pages go live? 
Pierre is wondering if it’s doable 
before the vaccine tech briefing 
happening with Supriya and Dr. 
Njoo tomorrow noon-ipm.... 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 
Sent: 2020-11-24 5:18 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca>; Vu, 
Thanh (HC/SC) 
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<thanh.vu@canada.ca> 

Cc: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Thank you! 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 2020-11-24 4:28 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


This is coming back down through 
Briefing, but just to let you know 
that it’s approved © 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 
Sent: 2020-11-24 3:56 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Thanks for checking Melissa, 


Yes this are good to go - and 
should help simplify reporting for 
“outsiders”. Please let Pierre 
know that we hav addressed 
Supriya’s comments. Thanks, 
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Kelly 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 2020-11-24 3:53 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca>; Vu, 
Thanh (HC/SC) 

<thanh. vu@canada.ca> 

Subject: FW: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi — Just wanted to quickly check 
in to confirm that you are still 
comfortable with this going to 
Pierre for approval today, and 
that no adjustments are necessary 
based on the flu ADR discussions? 
| notice these pages link to the 
Vaccines and Immunization home 
page, which is good. Lots of good 
info there....although not sure 
how easy it is to find for an 
outsider! 


Melissa 


From: Racine, Natalie (HC/SC) 
<natalie.racine@canada.ca> On 
Behalf Of HPFB Briefing / 
Informations DGPSA (HC/SC) 
Sent: 2020-11-24 9:24 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca> 

Cc: HPFB Briefing / Informations 
DGPSA (HC/SC) <hc.hpfb. briefing- 
informations.dgpsa.sc@canada.ca> 
Subject: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 
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Good Morning Melissa, 


Please find revised 
Memo. | have attached 
the Clean and Track 
Change version for ease 
of reference. 


Thank you, 
Nat 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca> 
Sent: 2020-11-19 10:34 AM 

To: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Cc: HPFB Briefing / Informations 
DGPSA (HC/SC) <he.hpfb.briefing- 


informations.dgpsa.sc@canada.ca> 


Subject: RE: Request for update: 
MECS #20-113181-818 (Vaccine 
reporting webpage) 


Hi Thanh, 

| sent back comments from 
Supriya via HPFB Briefing on 
October 27 (see attached). Did 
these reach MHPD? 


Melissa 


From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Sent: 2020-11-19 10:26 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca> 
Subject: Request for update: 
MECS #20-113181-818 (Vaccine 
reporting webpage) 
Importance: High 
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Hi Melissa, 


Can | please get an update on the 
memo to the ADM regarding 
changes to the vaccine reporting 
webpages? 


The revisions to the vaccine 
webpages will ensure that 
accurate information appears 
online, improve clarity of vaccine 
reporting instructions and 
facilitate adverse reaction 
reporting. We need to have the 
information updated ASAP as flu 
season is emerging and we want 
to ensure stakeholders are well 
informed of their regulatory 
requirements for reporting of 
vaccine adverse events. In 
addition, we need to have this 
information ready for vaccines 
related to COVID-19. 


We had requested HPFB ADM 
concurrence by October 30, 2020. 
Please let us know if you need any 
information. 


Thanks, 
Thanh 
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From: Kay, Catherine (HC/SC) 


To: Simon, Craig (HC/SC 
Cec: Litowitz, Paul (HC/SC); Lada-Moldovan, Laura (HC/SC) 
Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine reporting webpage) 


Date: 2020-12-01 3:52:26 PM 


| will be sure to pass that along! And thanks to your team for being available to answer questions 
(outside of regular work hours) in order move things along. 


A great team effort. 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-12-01 3:47 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Cc: Watson2, Heather (HC/SC) <heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) 
<laura.lada-moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Leclerc, Celine 
(HC/SC) <celine.leclerc@canada.ca>; Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 
Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Thank you! And to CPAB as well. 


Craig 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-12-01 3:30 PM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Leclerc, Celine (HC/SC) <celine.leclerc@canada.ca>; 
Smith, J Mark (HC/SC) <jmark.smith@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hello, 
The pages are now live. Please see attached links. Let me know if there are any concerns. 


Main page 
httos://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine.html 


httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 


canada/declaration-effets-indesirables/vaccin.html 
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Consumer 


httos:/Avww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/consumer. html 


httos:/www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/consommateur.html 


Hospital 


https:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/hospital. html 


httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/hopital.html 


Health Care Providers 


https:/Awww.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 
reaction-reporting/vaccine/health-care-providers.html 


httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 
canada/declaration-effets-indesirables/vaccin/professionnels-sante.html 


Industry 
https://www.can .ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse- 


reaction-reporting/vaccine/industry.html 
httos://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet- 


ia laration-effets-indesirables/vaccin/industrie.html 
Thank you, 


Catherine 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-11-28 9:25 AM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; 
Vu, Thanh (HC/SC) <thanh.vu@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Catherine, 

Responses below. Note, also HPSEB A/Director Craig Simon approved. 
Thanks, 

Paul 


Why is this product/guidance document being posted now? 

It is imperative that these changes be posted prior to approval of the first COVID vaccine (possibly as 
early as 7 December) in order to ensure that any adverse events are correctly reported for these 
vaccines. The December 2019 changes to Health Canada website introduced partially incorrect 
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instructions. The current changes correct this error and make it clear that adverse reactions for 
vaccines should be submitted through only one reporting mechanism (i.e., the PHAC’s 
Provincial/Territorial Adverse Event Following Immunization Provincial/Territorial Adverse Event 
Following Immunization (P/T AEFI) Surveillance System). 


How will this change/affect what is currently on the site? 

These revisions will ensure accurate information appears online. The updated vaccine reporting 
instructions clarify established procedures and facilitate the adverse reaction reporting process for 
vaccines, including adverse events associated with COVID-related vaccines once marketed. 


Are we advising anything different? 
No. 


Who is the audience? 

The proposed revisions direct hospital reporters to go through PHAC’s reporting process, as opposed 
to Health Canada’s reporting mechanism. This will align with the current process for other 
stakeholders, such as health care providers. Health professionals (working in a non-hospital setting) 
are required to report to their local health units, as per usual established process. Consumers will be 
encouraged to share their vaccine adverse event with a health professional, who can report via 
PHAC’s P/T AEFI mechanism on their behalf. 


Are we expecting media attention? 
No, however, updating vaccine adverse reaction information on the Health Canada web site 
demonstrates the Department’s openness to collaborate and address stakeholder concerns. 


From: Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 

Sent: 2020-11-27 7:35 PM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) <laura.lada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks so much Paul. | will await your response. 


Catherine 


From: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca> 

Sent: 2020-11-27 7:33 PM 

To: Kay, Catherine (HC/SC) <catherine. kay@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) </aura.lada- 
moldovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2 @canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence (Vaccine 


reporting webpage) 


Hi Catherine, 

We can answer these questions, the associated BN should address most. Determining mecia 
attention might be subjective. We’re clarifying process but with a high profile subject matter. More 
to come. 

Thanks, 

Paul 


Sent from my iPhone 


On Nov 27, 2020, at 7:28 PM, Kay, Catherine (HC/SC) <catherine.kay@canada.ca> 
wrote: 


Hi, 


| just wanted to let you know that the English and French documents are with CPAB. 
They will be reviewing over the weekend and then sending to PCO. 

5 questions need to be answered for the vaccine package going over to PCO. | sent an 
email directly to Paul and Laura but was not sure if they verify emails over the 
weekend. | need answers to these questions (short answers are necessary ie 2-3 
sentences max) either today or sometime over the weekend. 


Please let me know, at your earliest convenience, if someone from your team is able to 
action this by 5pm Sunday. 


Why is this product/guidance document being posted now? 
How will this change/affect what is currently on the site? 
Are we advising anything different? 

Who is the audience? 

Are we expecting media attention? 


Please let me know if you have any questions. 
Thank you, 


Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-26 11:36 AM 

To: Kay, Catherine (HC/SC) <catherine. kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul litowitz@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lJada-moldovan@canada.ca>; Vu, Thanh 
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(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Catherine. 


From: Kay, Catherine (HC/SC) <catherine. kay@canada.ca> 

Sent: 2020-11-26 10:55 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Litowitz, Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Hi, 


We checked in with CPAB and they said it is doable but tight so we cannot make 
any guarantees. They understand that it is best to have these pages live before 
the first approval of a vaccine on December 7, 2020. 


Thank you, 
Catherine 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-26 9:05 AM 

To: Litowitz, Paul (HC/SC) <paul.litowitz@canada.ca>; Kay, Catherine (HC/SC) 
<catherine. kavy@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Good morning all, 


Our ADMO advisor has indicated that the pages should be posted before the first 
vaccine is approved. | just chatted with Sophie and she indicated that they are pushing 
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to have the first approval on December rau 


Ideally then, the pages would be posted December 4 Is this doable? 
We will need to communicate a plan to ADMO. 


Thanks, 
Craig 


From: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Sent: 2020-11-26 8:33 AM 

To: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 

Cc: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 

<heather.watson2 @canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Craig, and good morning. 


Catherine, for awareness the AER reporting pathway (diagram) doesn’t require further 
translation though may need some formatting. 


We are available to second review CPAB’s translation updates further to their plain 
language edits. 


Paul 


From: Simon, Craig (HC/SC) <craig.simon@canada.ca> 

Sent: 2020-11-25 8:17 PM 

To: Kay, Catherine (HC/SC) <catherine.kay@canada.ca>; Litowitz, Paul (HC/SC) 
<paul.litowitz@canada.ca> 

Ce: Lada-Moldovan, Laura (HC/SC) <laura.lada-moldovan@canada.ca>; Vu, Thanh 
(HC/SC) <thanh.vu@canada.ca>; Watson2, Heather (HC/SC) 
<heather.watson2@canada.ca> 

Subject: RE: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks all, 


I've let ADMO that more time is needed. Tomorrow we can determine a realistic 
schedule and then communicate up. 
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From: Kay, Catherine (HC/SC) <catherine. kay@canada.ca> 

Sent: 2020-11-25 7:34 PM 

To: Litowitz, Paul (HC/SC) <paul litowitz@canada.ca> 

Ce: Simon, Craig (HC/SC) <craig.simon@canada.ca>; Lada-Moldovan, Laura (HC/SC) 
<laura.Jada-moidovan@canada.ca>; Vu, Thanh (HC/SC) <thanh.vu@canada.ca>; 
Watson2, Heather (HC/SC) <heather.watson2 @canada.ca> 

Subject: Re: VERY URGENT - Update: MECS #20-113181-818 MtADM - Concurrence 
(Vaccine reporting webpage) 


Thanks Paul. That is very helpful that phac has already okayed the content. E can try to 
figure out versions, what is new content and what still needs translation tomorrow 
morning. To note | was told that we need to build in an extra 48 hours into our process 


as Final English and French will need to go to MO and PCO for review and they need 
48hrs (business days) to review. 


So it does not sound like we can get it out before next week at the earliest. 


Catherine 


Sent from my iPhone 


On Nov 25, 2020, at 7:16 PM, Litowitz, Paul (HC/SC) 
<paul litowitz@canada.ca> wrote: 


Hello, 

There may be some confusion. The initial webpages were all translated 
(by us). CPAB made some plain language edits and CPAB suggested that 
they could do those additional translations. So the initial work is complete 
and only translation updates are required. Hopefully that won’t take much 
time. 


CPAB should have the original webpage translations please let us know if 
they need. 


The AE reporting pathway table can be translated quickly and if needed by 
us tomorrow morning. 


PHACs vaccine vigilance working group (among other stakeholders), 
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reviewed and concurred with the web page edits. 


Thanks, 
Paul 


Sent from my iPhone 


On Nov 25, 2020, at 6:32 PM, Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 


Thanks Catherine. 


On Nov 25, 2020, at 6:10 PM, Kay, Catherine 
(HC/SC) <catherine.kay@canada.ca> wrote: 


Hi 


We can try for sooner but | just can’t make 
guarantees. CPAB has a lot on their plate right 
now that is for the next few days. They may 
need to touch base to determine which of the 
priorities are most important. 


CPAB in theory could provide the translation of 
the words for the diagram and will translate the 


long description as well but would not be in 
charge of creating the diagram ( as the boxes 


would be different sizes because French text is 


always longer). As well, we will need to let 
them know if Phac has approved the content. 


| hope this helps. Please let me know if you 
would like to discuss further. 


Catherine 
Sent from my iPhone 
On Nov 25, 2020, at 5:34 PM, 


Simon, Craig (HC/SC) 
<craig.simon@canada.ca> wrote: 
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Thanks Catherine, 


While noon tomorrow seems to 
be out of the question, CPAB may 
(probably) be asked to give this a 
higher priority so that it is posted 
sooner than the suggested 

7th jgth 


We do not want to be the hold- 
up. Based on your message, 
MHPD is expected to provide the 
French version of the diagram, 
even thought we are not doing 
the translation. Within MHPD, 
who is responsible for that? Is 
there anything else we need to 
provide to CPAB? 


Thanks, 
Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 5:27 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


That would be correct. 
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Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 5:20 PM 

To: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca>; 
Lada-Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| don’t know the answer to your 
questions, 


However, with respect to the 
ADM’s question about posting by 
noon tomorrow, CPAB’s answer 
appears to be negative. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 5:14 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canaca.ca> 
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Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi Craig, 


Has this been reviewed and 
approved by PHAC (adverse 
events following immunization 
group (e.g. Nicolas Gilbert) as 
well? 

Also, we will need the pathway of 
adverse events diagram that is in 
all of the pages in French. 

CPAB has indicated that they are 
able to work on this but not right 
away due to some other 
urgencies. They could work on 
translation early next week, 
coding would take place later that 
week and with the pages going 


live around the 7" or 8". Does 
this timeline work? 


Please let me know if you have 
any questions or concerns. 


Thank you, 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 5:01 PM 

To: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca>; 
Lada-Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 
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<paul litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2 @canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Thanks Catherine, 


| seem to recall some mention of 
CPAB involvement in the updates 
to these web pages. 


Craig 


From: Kay, Catherine (HC/SC) 
<catherine.kay@canada.ca> 
Sent: 2020-11-25 4:51 PM 

To: Simon, Craig (HC/SC) 
<craig.simon@canada.ca>; Lada- 
Moldovan, Laura (HC/SC) 
<laura.lada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 

<paul. litowitz@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca>; Watson2, 
Heather (HC/SC) 
<heather.watson2@canada.ca> 
Subject: RE: VERY URGENT - 
Update: MECS #20-113181-818 
MtADM - Concurrence (Vaccine 
reporting webpage) 


Hi, 


My team received the documents 
for translation at 4:30. We are 
currently trying to determine how 
best to proceed. CPAB carries out 
the translation when they had a 
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hand in developing the content or 
update. | do not believe that they 
were involved in any plain 
language of the current web 
pages updates and therefore 
would not be responsible for the 
translation. Let me check a couple 
of options and get back to you. 


Catherine 


From: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 

Sent: 2020-11-25 4:42 PM 

To: Lada-Moldovan, Laura (HC/SC) 
<laura.Jada- 
moldovan@canada.ca>; Litowitz, 
Paul (HC/SC) 
<paul.litowitz@canada.ca>; Kay, 
Catherine (HC/SC) 
<catherine.kay@canada.ca> 

Ce: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Subject: VERY URGENT - Update: 
MECS #20-113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Good evening, 


Please see ADMO’s question 
below about timing of posting and 
provide an update as soon as 
possible. 


Thanks, 
Craig 


From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Sent: 2020-11-25 4:22 PM 
To: Robinson2, Kelly (HC/SC) 
<kellv.robinson2 @canada.ca> 
Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
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Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi Craig, 


| think | saw an email that the 
webpages were being sent to 
CPAB for translation. Do you know 
if that has happened? 


Thanks, 
Thanh 


From: Smith4, Melissa (HC/SC) 
<melissa, smith4@canada.ca> 
Sent: 2020-11-25 1:10 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi — Any idea when CPAB is able 
to make these pages go live? 
Pierre is wondering if it’s doable 
before the vaccine tech briefing 
happening with Supriya and Dr. 
Njoo tomorrow noon-ipm.... 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 
Sent: 2020-11-24 5:18 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Ce: Simon, Craig (HC/SC) 
<craig.simon@canada.ca> 
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Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Thank you! 


From: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Sent: 2020-11-24 4:28 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


This is coming back down through 
Briefing, but just to let you know 
that it’s approved © 


From: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca> 
Sent: 2020-11-24 3:56 PM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 
Subject: RE: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Thanks for checking Melissa, 


Yes this are good to go - and 
should help simplify reporting for 
“outsiders”. Please let Pierre 
know that we hav addressed 
Supriya’s comments. Thanks, 
Kelly 
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From: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca> 
Sent: 2020-11-24 3:53 PM 

To: Robinson2, Kelly (HC/SC) 
<kelly.robinson2 @canada.ca>; Vu, 
Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Subject: FW: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Hi — Just wanted to quickly check 
in to confirm that you are still 
comfortable with this going to 
Pierre for approval today, and 
that no adjustments are necessary 
based on the flu ADR discussions? 
| notice these pages link to the 
Vaccines and Immunization home 
page, which is good. Lots of good 
info there....although not sure 
how easy it is to find for an 
outsider! 


Melissa 


From: Racine, Natalie (HC/SC) 
<natalie.racine@canada.ca> On 
Behalf Of HPFB Briefing / 
Informations DGPSA (HC/SC) 
Sent: 2020-11-24 9:24 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4 @canada.ca> 

Cc: HPFB Briefing / Informations 
DGPSA (HC/SC) <hc.hpfb.briefing- 
informations.dgpsa.sc@canada.ca> 
Subject: Update: MECS #20- 
113181-818 MtADM - 
Concurrence (Vaccine reporting 
webpage) 


Good Morning Melissa, 
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Please find revised 
Memo. | have attached 
the Clean and Track 
Change version for ease 
of reference. 


Thank you, 
Nat 


From: Smith4, Melissa (HC/SC) 
elissa.smith4 @canada. 

Sent: 2020-11-19 10:34 AM 

To: Vu, Thanh (HC/SC) 

<thanh.vu@canada.ca> 

Ce: HPFB Briefing / Informations 

DGPSA (HC/SC) <he.hpfb.briefing- 


informations.dgpsa.sc@canada.ca> 


Subject: RE: Request for update: 
MECS #20-113181-818 (Vaccine 
reporting webpage) 


Hi Thanh, 

| sent back comments from 
Supriya via HPFB Briefing on 
October 27 (see attached). Did 
these reach MHPD? 


Melissa 


From: Vu, Thanh (HC/SC) 
<thanh.vu@canada.ca> 

Sent: 2020-11-19 10:26 AM 

To: Smith4, Melissa (HC/SC) 
<melissa.smith4@canada.ca> 
Subject: Request for update: 
MECS #20-113181-818 (Vaccine 
reporting webpage) 
Importance: High 


Hi Melissa, 


Can | please get an update on the 
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memo to the ADM regarding 
changes to the vaccine reporting 
webpages? 


The revisions to the vaccine 
webpages will ensure that 
accurate information appears 
online, improve clarity of vaccine 
reporting instructions and 
facilitate adverse reaction 
reporting. We need to have the 
information updated ASAP as flu 
season is emerging and we want 
to ensure stakeholders are well 
informed of their regulatory 
requirements for reporting of 
vaccine adverse events. In 
addition, we need to have this 
information ready for vaccines 
related to COVID-19. 


We had requested HPFB ADM 
concurrence by October 30, 2020. 
Please let us know if you need any 
information. 


Thanks, 
Thanh 
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